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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

Mr. Timothy C. Moses OCT 28 20
President, Antimicrobials & Biocides Division

Nova BioGenetics, Inc.

8601 Dunwoody Pl., Suite 338

Atlanta, GA 30350

SUBJECT:

BioShield BSTT 1860

EPA Registration Number: 75497-6
Application Dated: August 17, 2004 . -
Receipt Date: August 18, 2004

Dear Mr. Timothy C. Moses:

The following amendment, submitted in connection with registration under the Federal
Insecticide, Fungicide, and Rodenticide Act (FIFRA), as amended, is unacceptable for the
reasons listed below. :

. Revisions to Master Label

Deficiencies

Addition of Surfaces/Sites to Label

Your application states that you have made changes to your label such that it is in
agreement with a similar product: 64881-5, AEM 5772 Antimicrobial MUP. Although a number
of the proposed changes are similar to approved sites on the cited Aegis label, the following
would be considered new uses as they are not on the cited label: '

Acrylics

Pool filters (i.e. filtration system non-woven)

Dye stuff for fabrics

Exterior concrete, painted and unpainted (such as decks and ceilings, driveways;
sidewalks)
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UNSTED STATES ENVIRONMENTAL PROTECTION AGENCY

55‘8&/—-5’ | /‘///7/;1003 p%ae /| +06

Nov 19 203

Mr. Harvey Steinberg

AEGIS Environmental Management Inc.

3106 Swede Avenue .
Midland, MI 48648-3483 ‘

Subject: AEM 5772 Antimicrobial A Y o
‘ EPA Registration Nos64881-5
' Amendment Date: A -20, 2003

EPA Receipt Date: August 21, 2003

Dear Mr. Steinberg,

The following amendment submitted in connection with registration under FIFRA, as

amended, is acceptable with the following conditions:

Update First Aid Statements per PR Notice 2001-1

Conditions
Revise the label as follows:

1.

Make the following “Precautionary Statement” revisions:

a) Delete “Concentrate” from the statement “Concentrate causes irreversible eye damage
and skin irritation.”. Precautionary labeling is based on the acute toxicity data submitted
on the chemical in the containers that are sold. Based on the submitted data, this product
is toxicity category I for primary eye irritation. If you féel this product’s toxicity is
reduced in use dilution, you may submit use dilution data as prescribed in the Label
Manual 3™ edition, chapter 7 for use dilution precautionary labeling.

-b) This product is categorized as toxicity II for acute inhalation. The statement, “may be

fatal if inhaled, must appear after “skin irritation.” The label must be specific in stating
how “appropriate measures must be taken” by specifying what type of respirator must be
utilized when handling this product. Based on previous discussions, you stated that the
“Dust mist filtering respirator” as suggested in the Agency letter dated May 22, 2003 was
not appropriate for this type of product. In the absence of an alternative, you must state
“Wear a NIOSH approved respirator with any N, R, P, or HE filter.” If this is not in
agreement with the practices at your facilities, submit a notification adding the
appropriate respirator information.
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY . 9 2’ é

c.) Revise the “wash thoroughly with soap-and water after handling” statement to include
the phrase, “..and before eating, drinking, or using tobacco.”

2. On page 3: revise the first statement, “wear goggles or faceshield and rubber gloves when
handling the concentrate” to state “wear goggles or faceshield, protective clothing,
rubber gloves, and respirator.” This text must agree with the “Precautionary Statements”
on the front panel. As stated earlier, if you want alternative precautionary labeling based
on the use dilution, you must submit data.

3. According to PR Notice 83-3 and Label Manual 3™ edition, any pesticide that is classified
in toxicity category I or II for acute inhalation and/or I for primary eye irritation, the 1*

statement under “Pesticide Disposal” must read “Pesticide is acutely hazardous.”

General Comments

A stamped copy of the labeling accepted with conditions is enclosed. Submit three 3)
copies of your final printed labeling before dxstrlbutmg or selling the product bearing the revised
labeling.

Should you have any questions or comments concerning this letter, please contact
Jacqueline McFarlane at (703) 308-6416. o

Sincerely,

|

elma Noble
Product Manager (31)
Regulatory Management Branch |
Antimicrobials Division (7510C)
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Wear goggles or face shield and rubber gloves when handling the concentrated material, Use with proper
ventilation. Undiluted AEM 5772 Antimicrobial MUP contains 12 percent methanol. Avoid brgathing vapars.
Keep away from heat and open flame. Methanol is released during mixing, application and drying. i desired,
methanal removel may be accelerated by heating ditute solution before treatmant of substrate. Apgropriate
rtr:easures should be taken to prevent the accumulation of hazardous concentrations of msthanol vapors in
the wark area.

AEM 5772 Antimicrobial MUP can be applied to organic and inorganic surfaces as a dilute aqueous soiution
to give 0.1 to 1.0 percent by weight of active ingredients. Aqueous solutions can be prepared by simply
adding the antimicrobial agent to water with stirring. NOTICE: Poor agitation when adding this silane to
water can result in locally high concentrations, which may form gef particles. Surfaces can be treated with
the aqueous solution by brushing, dipping, padding, soaking, spraying or fogging untii adequately wet, or
applying by foaming techniques. After applying trealmen, the surface should be allowed to dry at
temperatures from ambient to a maximum of 180°C (320° F) to effect complets curing of silanof groups and
to remave water, solvents and/or traces of methanol from hydrolysis. Curing of polymer may be accelerated
or enhanced with heat or catalysis.

Incorporate AEM 5772 Antimicrobial MUP direclly into formulations used to make end-use products, or dilute
with water or with organic solvents euch as alcohols, ketones, esters, hydrocarbons and chiorinated
hydrocarbons and than apply it to the organic and Inorganic surfaces to give 0.1 to 1.0 percant by weight of

) active ingredient.
STORAGE AND DISPOSAL

Do not contaminate water, food, or feed by storage and disposal.
STORAGE: Store in original, lightly closed container In an area inaccessible to children and away from food or fesd.
Moisture sensitive. Keep tightly closed until ready to use. Reciose tightly after each use. When stored in original,

‘ unopened containers at or balow 25°C (77°F), AEM 5772 Antimicrobial MUP has a minimum shelf ife of 12 months from
date of shipment. ’
PESTICIDE DISPOSAL: Pesticide wastes are toxic. improper disposel of excess pesticide, spray mixture, or ringate is a
violation of Federa! Law. If these wastes cannot be disposed of by use according to labeal instructions, contact your State
Pasticide or Environmental Control Agency, ar the Hazardous Waste raprasentative at the nearest EPA Regional Office
for guidance. :

CONTAINER DISPOSAL: Do not reausa containers. Do not cut or wald containars. Triple ringe (or nquivalent) empty
containers. Then offer for recycling or reconditioning, or puncture and dispose of in a sanitary tandtill, or by other
procadures approved by state and local authorities., This container will have vapor and/or product rasidues when emplied.
All hazard pracautions on tabel must be observed when handling emptied container.

Sold by:

AEGIS ENVIRONMENTAL MANAGEMENT, INC.

3108 SWEDE AVENUE, MIDLAND, MICHIGAN 48842 U.S.A.

1-989-832-8180 © 1908 AEGIS Enviranmentat Managiement, Inc,

A trademark of AEGIS Environmental Management, Inc., U.3.A. MADE IN U.8.A.

NOTICE: AEGIS warrants that the product conforms to its chemica) description and is reasonably fit for the purposes

stated in the labeling when used in accordance with directions under normal conditions of use; but this wamranty of fitness
‘ for & particular purpose does not extend to the use of this product contrary to written instructions, or under abnormal

conditions, or undar conditions not reasonably foreseeabls to selier, and buyer assumas tha risk of any such use. AEGIS

ENVIRONMENTAL MANAGEMENT, INC. SPECIFICALLY DISCLAIMS ANY OTHER EXPRESS OR IMPLIED

WARRANTY, tNCLUDING THE WARRANTY OF MERCHANTABILITY,

¢ . KCCEPTED -
. #with COMMENTS
i_qEPA Letter Dated:

. ,.,---.d'-('.ﬁﬁ.':: ) ] 9 .
"Guder tho Fodernl huectizide,
Punpleids, and Rodenticlco Aot o
amended, for the posticide, . PP
Tegisterod under EPAReg. No. & ¥& /<
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY - ; S

*domestic structures and buxldmg is also too broad (specific surfaces: walls, ceilings.
. must be listed, i.e. need additional clarification)

*wood and concrete structures is also too broad (what spec1ﬁcally made of wood and
concrete?)

Thus all directions and claims for the use of this product to be applied to paint film and
coating film must be deleted.

Revise the label as follows:

1. Revise page two by deleting the entive section beginning: “BSTI 1860 is for use in
formulating products to be applied to the dried. .” and ending “...and copolymers thereof.”

2. Revise the statement at the end of page three to read as follows: “Note: Any claims for
paint use must be for the preservation of the paint in the can.” and deleting: “‘or protection of the
paint film only.” ' -

General Comments

A stamped éopy of the accepted labeling is'ehclosed. Submit one (1) copy Qf your final

printed labeling before distributing or selling the pfpduct bearing the revised labeling.

Submit and/or cite all data required for ragistration/reregistration of your. product under
FIFRA section 3(c)(S) and section 4(a) when the: Agency requ1res all registrants of similar
products to submit such data. :

If the above conditions are not complied with, the registration will be subject to

. cancellation in accordance with FIFRA section ¢(e). Your release for shipment of the product
" bearing the amended labeling constitutes accept:nce of these conditions.

Should you have any questions or comments concerning this 1¢nef, please contact

Tracy Lantz at (703) 308-6415.

Smccrely,

e

Ima Noble
Product Manager (31)
‘Regulatory Management Branch
Antimicrobials Division (7510C)

Enclosure Stamped Label

7510C. T Lantz. 5720702 708 TT-T 7h CONCURRENCES
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S T UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
A WASHINGTON, D.C. 20460

”
4 prote’

4NNy
AGENC!

&

August 27, 2004

OFFICE OF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES

KIMBERLY CASPERSON/TIMOTHY C. MOSES
NOVA BIOGENETICS, INC. ’
8601 DUNWOODY PLACE, SUITE 338
ATLANTA, GA 30350

PRODUCT NAME: BIOSHIELD BSTI 1860
COMPANY NAME: NOVA BIOGENETICS, INC.
EPA FILE SYMBOL: 75497-6

EPA RECEIPT DATE: 08/18/04

SUBJECT: RECEIPT OF AMENDMENT

DEAR REGISTRANT:

3

The Office of Pesticide Programs has received your application for an amendment and it
has passed an administrative screen for completeness.

During the initial screen we determined that the application appears to-qualify for fast
track review. The package will now be forwarded to the Product Manager for review to
determine its acceptability for fast track status.

If 'you have any questions, please contact Antimicrobials Division, Risk Management
Team 31, at (703) 308-6233.

Sincerely,
Front End Processing Staff

Information Services Branch
Information Resources and Services Division
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Approval 8xpires 2-28

-~ Unitsd Statas v | Registration | OPP identifier Number
VIEPA Environmental Protection Agency Amendment 75497
Washington, DC 20480 Other
Application for Pesticide - Section |

1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification
Nova BioGenetics Inc. Velma Noble None D Restricted
4. Company/Product (Name) PM#

BioShield1860 - 31
5. Neme and Address of Applicant finclude ZIP Code) 6. Expedited Reveiw. In accordance with FIFRA Section 3(c)(3)

8601 Dunwoody PI, Ste. 338 (b)(i), my product is similar or identical in compasition and labeling

Atlanta, GA 0350 ‘E‘PA Reg. No. 70871-12

D Check if this is a new address Product Name BioShield BSTI 1860
Section - il
D Amendmant - Explain below. L_] Final printed labels in repsonse to
Agency letter dated

‘q D Resubmission in response to Agency letter dated - D “Ma Too™ Application.
Notification - Explein below. D Other - Explain below.

Explanation: Use additional page(s) if necessary. (For section | and Section Il.)

Registration transfer.

Per US EPA letter dated May 7, 2003, approving transfer of registrations from BioShield Technologies, inc., company number 70871, to Nova BioGenetics,
company number 75497, we are submitting the BioShield 1860 Master Label, EPA Registration No. 75497-6

Section - Ill

1. Meterial This Product Will Be Packaged In:
Child-Resistant Packeging Unit Packaging Water Soluble Packaging 2. Type of Container

. Yes Yes - Yes :::::c
No . No No ' Glass

. . if "Yes" No. per If "Yes" No. per [ Paper
b.’c“:zc,am must Unit Packaging wgt. container Package wgt container Other (Specify)
submitted 40, 450 2200 Ibs |
3. Locetion of Net Contents information 4. Size(s) Retail Container 5. qu_gxtion of Labef Directions
[1/__ Label L,/_| Container N/A E :] Labels are on Container
8. Manner in Which Label is Affixed to Product [ Lithograph D Other
| «/ |Paper glued
Stenciled
Seaction - IV
1. Contact Point {Complete items directly below for identification of individual to be contacted, if ary, to pr this eé;:all.bngn.}
Name Title Telephona No. {include Area Code)
Kimberly Casperson/Tim Moses General Manager/Pres. A&B Div. 770-650-6508
Certification 6..Ra1¢ Applidatiod ¢
I certify that the statements | have made on this form and all attachments thereto are true, accurste and complete. booRleceived ..,
| acknowledge that any knowlinglly false or misleading statement may be punishable by fine or imprisanment or (Stampoa) P
bomm XY
) 3. T.Iﬂe [ ] L N ) : [ X ] ¢
President, Antimicrobials & Biocides Division -: v
o o
- (XX X
4. Typed Name 5. Date hooeo
Timothy C. Moses 12/8/03
EPA Form 8570-1 {Rev. 3-94) Previous editions ere obsolate. : White - EPA File Copy (original) Yellow - Applicant Copy .
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

v WASHINGTON, D.C. 20460

NOHI AN

%
R

0,
¥ agenct

meéf | May 7, 2003

Mr. Timothy C. Moses OFFICE OF
President and CEO PREVENTION, PESTICIDES AND
Nova BioGenetics, Inc. TOXIC SUBSTANCES
8383 Dunwoody Place, Bldg #3, Box 21

Atlanta, GA 30350

Dear Mr. Moses:

Subject: Transfer of Pesticide Registrations From
. Company Number 70871 to Company Number 75497

Pursuant to your regquest in your letter and transfer
agreement of January 31, 2003, we have approved the transfer of
the following registrations from BioShield Technologies,Inc.,
company number 70871, to Nova BioGenetics, Inc., company number
75497. : '

The effective date of these changes is the date of this

letter.

0ld EPA _New EPA
Registered Products Reg. No. Reg. No.
BioShield AM 500 70871-1 75497-1
BioShield AM 500 I 70871~-2 75497-2
BST Protectant Concentrate C15 70871~-3 75497-3
BST Protectant RTU 50 70871-4 ' 75497-4
BST Protectant RTU 75 70871-5 75497-5
BioShield BSTI 1860 ‘ 70871-12 75497-6
AM 3651PI ‘ 70871-13 75497-7
AM 3651P .- 70871-15 75497—? .

You should indicate the new company designation, news ER&
Registration Number and new Establishment Number §!E*$t has*
changed) on the labeling at the next printing whiéb.ﬁﬁoul§n@bcur
no later than 18 months after the effective date of*jfRis , ..
transfer. After 18 months, any product released fed&.shiphidnd’
must bear the new Registration Number and Establishinedt Number.
If you intend to use the labels which currently appear on,°*ths,
transferor's product after the effective date of the traanék,

Internet Address (URL) s http:/iwww.epa.gov : 44
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but within the 18 month grace period, you must maintain complete
and accurate records which identify by batch number, lot number,
or other suitable description the quantities of such product
bearing the transferor's label. Each container or package
bearing the transferor's label which is released after the
effective date of product registration transfer, must be clearly
and accurately marked with the batch number, lot number or other
descriptive designation used to identify the product in your
records.

Supplemental distribution agreements of registered products
do not transfer with the Section 3 registration. It is your
responsibility as the registrant to notify any and all
supplemental distributors of the transferred product(s) of this
transfer agreement. If you wish to enter into supplemental
distribution agreements of your product(s) under this new
registration, the form "Notice of Supplemental Distribution of a
Registered Pesticide Product," EPA Form 8570-5, must be submitted
to the Agency for each supplemental distributorship.

" You are required to contact your local EPA Regional Office
to determine what effect this transfer of pesticide registrations
has on the pesticide production establishment registration.

It will not be necessary to submit labeling for review if
the only changes are in the company designation and the EPA:
Registration Number. Other changes in the product and/or
labeling may require EPA review and approval prior to initiation.
In any correspondence on these products always refer to the U.S.
EPA Registration Number listed above.

The transferred registration will have the same status under
the Federal Insecticide, Fungicide and Rodenticide Act, as
amended, 7 USC 136 et seqg., as it had prior to the approval of
this transfer.

When registrations are transferred from one company to a
second company, all restrictions, data requirements, conditions
(suspensions), and deadlines existing on the registrations,.,3i&s
transferred with the registrations. The new company is *

responsible for adhering to or complying with all such f.n:'
restrictions, etc. on the acquired products. sesene .

In regard to deadlines, the transferee compan$*:®%:
responsible for submitting all required data accordintd to k¥,
schedules already established for the acguired proc:ii{'c}}'s. }.%é:i'lure
to do so will result in the issuance of a Notice of Intent .ta
Suspend. Requests from transferee companies for additionaksé&ime
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to submit, because they acquired the registration(s) after the
3(c) (2) (B) request was issued will not be granted. If a
transferee company has other valid reasons for delays in the
testing which were clearly outside of their control, then such
requests for time extensions will be considered in accordance
with the established procedures. Transfers occurring while a
3(c) (2) (B) request is being issued or during the 90-day response
time are subject to the same conditions expressed above.

Registration is in no way to be construed as an endorsement
or approval of these products by the Agency. In order to protect
health and the environment, the Administrator, on his motion, may
at any time suspend or cancel the registration of a pesticide in
accordance with FIFRA.

Furthermore, the transfer of the subject registrations is
approved under the condition that the annual maintenance fee
obligation has been fully satisfied. The marginal maintenance
fee is determined based solely on the total number of active
section 3 and section 24(c) registrations held by the transferor.
If the annual maintenance fee has not been fully satisfied, the
transferee and transferor will be notified to comply within a
specified time period or the affected registrations may be
canceled.

By copy of this letter we are informing the transferor of
these changes. If you have any questions about this transfer
approval please contact me at (703) 305-6474.

Sincerely,

D K Forde-

Donna G. Parker
Information Management Specialist
Information Services Branch

[ X ] [ ]
o ° [ ]
[ ] LN J
cc: Ms. Deirdre S. Baker, General Manager seecee .
BioShield Technologies, Inc. . . Ceeele
4405 International Blvd., Suite B109 M-S .
Norcross, GA 30093 veans P
(X X X ] (X XX ]
ooooo. °
[ XXX )
(XX X ]
[ ] [}
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but witnin the 18 month grace period, you must maintain complete
and accurate records which identify by batch number, lot number,
or other suitable description the quantities of such product
bearing the transferor's label. Each container or package
bearing the transferor's label which is released after the
effective date of product registration transfer, must be clearly
and accurately marked with the batch number, lot number or other
descriptive designation used to identify the product in your
records.

Supplemental distribution agreements of registered products
do not transfer with the Section 3 registration. It is your
responsibility as the registrant to notify any and all
supplemental distributors of the transferred product(s) of this
transfer agreement. If you wish to enter into supplemental
distribution agreements of your product(s) under this new
registration, the form "Notice of Supplemental Distribution of a
Registered Pesticide Product,"” EPA Form 8570-5, must be submitted
to the Agency for each supplemental distributorship.

You are required to contact your local EPA Regional Office
to determine what effect this transfer of pesticide registrations
has on the pesticide production establishment registration.

It will not be necessary to submit labeling for review if
the only changes are in the company designation and the EPA
Registration Number. Other changes in the product and/or
labeling may require EPA review and approval prior to initiation.
In any correspondence on these products always refer to the U.S.
EPA Registration Number listed above.

The transferred registration will have the same status under
the Federal Insecticide, Fungicide and Rodenticide Act, as
amended, 7 USC 136 et seqg., as it had prior to the approval of
this transfer.

When registrations are transferred from one company to a
second company, all restrictions, data requirements, conditions
(suspensions), and deadlines existing on the registrations are
transferred with the registrations. The new company 1is
responsible for adhering to or complying with all such
restrictions, etc. on the acquired products.

In regard to deadlines, the transferee company is
responsible for submitting all required data according to the
schedules already established for the acquired products. Failure
to do so will result in the issuance of a Notice of Intent to
Suspend. Requests from transferee companies for additional time
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to submit, because they acquired the registration(s) after the
3(c) (2) {B) request was issued will not be granted. If a
transferee company has other valid reasons for delays in the
testing which were clearly outside of their control, then such
requests for time extensions will be considered in accordance
with the established procedures. Transfers occurring while a
3(c) (2) (B) request is being issued or during the 90-day response
time are subject to the same conditions expressed above.

Registration is in no way to be construed as an endorsement
or approval of these products by the Agency. 1In order to protect
health and the environment, the Administrator, on his motion, may
at any time suspend or cancel the registration of a pesticide in
accordance with FIFRA.

Furthermore, the transfer of the subject registrations is
approved under the condition that the annual maintenance fee
obligation has been fully satisfied. The marginal maintenance
fee is determined based solely on the total number of active
section 3 and section 24 (c) registrations held by the transferor.
If the annual maintenance fee has not been fully satisfied, the
transferee and transferor will be notified to comply within a
specified time period or the affected registrations may be
canceled.

By copy of this letter we are informing the transferor of
these changes. If you have any questions about this transfer
approval please contact me at (703) 305-6474.

Sincerely,

Do 1 Pl

Donna G. Parker

Information Management Specialist
Information Services Branch

Information Resources & Services Div. (7504C)

cc: Ms. Deirdre S. Baker, General Manager
BioShield Technologies, Inc.
4405 International Blvd., Suite B109
Norcross, GA 30093
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Tracy Lantz To: weedenati@earthlink.net

Subject: Re: BioShield Technologies, Inc. Amendment (Paint) (70871-1;
70871-12)

iigb 05/14/02 04:32 PM cc: Velma Noble/DC/USEPA/US@EPA

| have reviewed both of these submissions. Upon further examination, we have determined that
the label must include additional information regarding the paint use for each of these products.
Specific labeling language which describes the sites on which this paint coating may be used is
required. Your label must list specific sites. Examples follow: architectural surfaces of building
exteriors, interior walls. The term "etc." is not appropriate in this description. Please respond
with your proposed language.

Tracy Lantz

Tracy Lantz To: weedenatl@earthlink.net

A /2570 09 AM cc: Velma Noble/DC/USEPA/US@EPA
57 04/25/02 09:09 Subject: Re: BioShield Technologies, Inc. Amendment (Paint) (70871-1;
70871-12)B

| have started working on your submissions. | hope to complete them in the next few weeks.
Donna Haynes <weedenati@earthlink.net>

Donna Haynes To: Tracy Lantz/DC/USEPA/US@EPA
<weedenati@earthlin cc: Velma Noble/DC/USEPA/US@EPA, mdvillahoz@bioshield.com
k.net> Subject: Re: BioShield Technologies, Inc. Amendment (Paint) (70871-1;
04/24/02 10:39 PM 70871-12) /
Please respond to
weedenatl

Hello Tracy,

I just wanted to check on the status of the Paint amendment for 70871-1 and 70871-12.
According to your reply in February, you were going to try to target sending out a response by the
end of April. Is this still on track? Please advise.
Regards,
Donna Haynes
Regulatory Agent
BioShield Technologies
----- Original Message -----
From:
To: weedenati@earthlink.net
Cc: Noble.Velma@epamail.epa.gov
Sent: 2/13/02 13:05:41
Subject: Re: BioShield Technologies, Inc. Amendment (Paint) (70871-1; 70871-12)
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These two submissions are coded as new uses and as such under that code
(318) they are due out on 11/3/02. Looking at my workload, Velma and |
are in agreement that I will work on these two submissions and try to

get them out of the Agency at the end of April.

Tracy Lantz
To: weedenatl@earthlink.net

02/12/02 04:21 cc:

PM Subject:  Re: BioShield Technologies, Inc.
Amendment (Paint) (70871-1; 70871-12)
(Document link: Tracy Lantz)

Velma and I have discussed a time line for these submissions and when I
recieve her feed back I will get back to you with a time frame for
completion.

Donna Ross
hlink.net> LantzZDC/USEPA/US@EPA
cc:
02/05/02 12:58 Subject:  Re: BioShield Technologies, Inc.
PM Amendment (Paint) (70871-1; 70871-12)

Please respond
to weedenatl

Dear Tracy/Velma:

BioShield has responded to your letter dated January 23, 2002 regarding
the paint amendment. Modifications have been made and were submitted
February 4, 2002, via Airborne Express for your receipt on Feb. 5, 2002.
[ would like to know if we have to wait the full 120 days to receive
approval on these modifications that were requested to made to the
label. Is there any chance for an expedited review of the changes to
support the amendment (paint) for AM 500 (70871-1 and BSTI 1860
70871-12). Please advise.

Regards,

Donna Haynes (Regulatory Agent BioShield Technologies)
----- Original Message -----

From:

To: Noble.Velma@epamail.epa.gov;weedenatl@earthlink.net
Sent: 1/17/02 18:25:39
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Subject: Re: BioShield Technologies, Inc. Amendment (Paint)

[ have completed both submissions and they are currently with Velma
awaiting her signature.

Donna Ross

hlink.net> cc:  Velma

Noble/DC/USEPA/US@EPA
Subject:  BioShield

Technologies, Inc.

01/17/02 07:21 Amendment (Paint)

PM

Please respond

to weedenatl

Dear Tracy,

BioShield is still awaiting a response for the amendment related to

incorporating AMS500 (70871-1) and BST1 1860 (70871-12) into paints and

coatings. Can you please let me know what the status of this
amendment.
I will plan to contact you by phone on Friday, 18 January 2002.

Much appreciated, Donna Haynes, Regulatory Consultant, BioShield
Technologies, Inc.

--- weedenatl@earthlink.net
--- EarthLink: It's your Internet.

--- weedenatl@earthlink.net
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--- EarthLink: It's your Internet.
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I have completed both submissions and they are currently with Velma
awaiting her signature.

Donna Ross

hlink.net> cc:  Velma Noble/DC/USEPA/US@EPA
Subject:  BioShield Technologies, Inc.

01/17/02 07:21 Amendment (Paint)

PM

Please respond

to weedenat!

Dear Tracy,

BioShield is still awaiting a response for the amendment related to
incorporating AM500 (70871-1) and BSTI 1860 (70871-12) into paints and
coatings. Can you please let me know what the status of this amendment.

I will plan to contact you by phone on Friday, 18 January 2002.

Much appreciated, Donna Haynes, Regulatory Consultant, BioShield
Technologies, Inc.

--- weedenatl@earthlink.net
--- EarthLink: It's your Internet.
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Please read instructions on reverse before completing form. Form Approved. OMB No. 2070-0060 Approval Expires 5-31-98

- United States D Re gistrati on OPP Identifier Number

=EPA Environmental Protection Agency [ ] Amendment

Washington, DC 20460 g Other

Application for Pesticide - Section |
1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification
Velma Noble
70871-12
3. Company/Product (Name) PMi#
BSTI 1860 31 &None D
Restricted
5. Name and Address of Applicant (Include ZIP Code) 6. Expedited Review. In accordance with FIFRA Section 3 (c) (3)
BioShield Technologies, Inc. (b) (i), my product is similar or identical in composition and labeling
4405 International Boulevard, Suite B109 to: N/A
Norcross, GA 30093
[_—_|Check if this is a new address

Section - 1l

I:] Amendment - Explain below. D Final printed labels in response to
Resubmission in response to Agency letter dated I:] “Me Too” Application.
Notification - Explain below. [:I Other - Explain below.

Explanation: Use additional Page(s) if necessary. (For section | and Section if)

Notification of addition of use site per PR Notice 98-10. This nofification is consistent with the provisions of PR Notice 98-10 and EPA regulations at 40 CFR
152.46, and no other changes have been made to the fabeling or the confidential statement of formula of this product. | understand that itis a violation of 18

U.S.C. Sec. 1001 to willfully make any false statement to EPA. | further understand that if this notification is not consistent with the terms of PR Notice 98-10
and 40 CFR 152.46, this product may be in violation of FIFRA and | may be subject to enforcement action and penalties under sections 12 and 14 of FIFRA.

Section - Il

1. Material This Product Will Be Packaged In:

. ) ) Unit Packaging Water Soluble Packaging 2. Type of Container

Chlld-Rﬁta:::ackagmg Yes Ves % Meta.l

& & No x No & Plastic

No lLer“l;%s;cka ) No. per If “Yes No. Per D (:;aS:r
« Certification must ging wgt. Container Unit Package wagt. Container Ot:er
be submitted (Specify)
ocation of Net Contents Information 4.1 Size(s) Retail Container 5. Lbcation of Label Directions
8,16,20,22 or 36 fluid oz. & On Label

Label D Container 15 or 55 gallon I:’ On Labeling accompanying product

6. Manner in Which Label is Affixed to Product & Lithograph

Paper glued D Other

D Stenciled

Section - IV

1. Contact Point (Complete items directly below for identification of individual to be contacted if necessary to process this application.) .

Name Title Telephone No. (Include Areta Code)
Donna M. Haynes Regulatory Agent 770-513-3906 .
o o [ ]
Certification eseees| ©-DateApplication
1 certify that the statements which | have made on this form and all attachments are true, accurate and complete. & * ¢ Received
t acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisonmentor : 4S.t.amped)
both under applicable law. o o e o
2. Signature - 3. Title .":: s e e
- A/é %\‘_7 Regulatory Agent veled? .
l b [ XX N J
4. Typed Name 5. Date b eoeoe ¢
Donna M. Haynes 24302 e, o,
[ ] e
EPA Form 8750-1 (Rev. 8-94) Previous editions are obsolete White - EPA File Copy (original) Yellow - Applicant

Copy
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——
’@3 UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
(\._/ 401 M Street, S.W.

WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 1.25 hours per response for registration
and 0.25 hours per response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send
comments regarding burden estimate or any other aspect of this collection of information, inciuding suggestions for reducing the burden to: Director, OPPE
Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460.

Do not send the completed fonm to this address.

Certification with Respect to Citation of Data

Applicant's/Registrant's Name, Address, and Telephone Number EPA Registration Number/Flie Symbo}
BIOSHIELD TECHNOLOGIES, INC. 4405 INTERNATIONAL BLVD. STE B-109 NORCROSS, GA 70871-12
Active Ingredient(s) and/or representative test compound(s} Date Q
3{(TRIMETHOXYSILYL) PROPYLDIMETHYL OCTADECYL AMMONIUM CHLORIDE UQUst 1 1 200
s
General Use Pattem(s) (list all those claimed for this product using 40 CFR Part 158) Product Name
ANTIMICROBIAL BST! 1860

NOTE: If your product is a 100% repackaging of another purchased EPA-registered product labeled for all the same uses on your label, you do not need to
submit this form. You must submit the Formulator's Exemption Statement (EPA Form 8570-27).

| am responding to a Data-Call-in Notice, and have included with this form a list of companies sent offers of compensation (the Data Matrix form should
D be used for this purpose).

SECTION {: METHOD OF DATA SUPPORT (Check one method only)

! am using the clte-all method of support, and have included with this form | am using the selective method of support (or cite-all option
a list of companies sent offers of compensation (the Data Matrix form D under the selective method), and have included with this form a
should be used for this purpose). completed list of data requirements (the Data Matrix form must be
used).

SECTION 1l: GENERAL OFFER TO PAY

[Required if using the cite-all method or when using the cite-all option under the selective method to satisfy one or more data requirements]

| hereby offer and agree to pay compensation, to other persons, with regard to the approval of this application, to the extent required by FIFRA.

SECTION Iii: CERTIFICATION

| certify that this application for registration, this form for reregistration, or this Data-Call-In response is supported by all data submitted or cited in the
application for registration, the form for reregistration, or the Data-Call-in response. In addition, if the cite-all option or cite-all option under the selective method is
indicated in Section i, this application is supported by all data in the Agency'’s files that (1) concem the properties or effects of this product or an identical or
substantially similar product, or one or more of the ingredients in this product; and (2) is a type of data that would be required to be submitted under the data
requirements in effect on the date of approval of this application if the application sought the initial registration of a product of identical or simflar composition and
uses .

| certify that for each exclusive use study dited in support of this registration or reregistration, that | am the original data submitter or that | have obtained
the written permission of the original data submitter to cite that study.

| certify that for each study dlted in support of this registration or reregistration that is not an exclusive use study, either: (a) | am the original data
submitter; (b) | have obtained the pemmission of the original data submitter to use the study in support of this application; (c) all periods of eligibility for
compensation have expired for the study; (d) the study is in the public literature; or () | have notified in writing the company that submitted the study and have
offered (I} to pay compensation to the extent required by sections 3(c)(1)(F) and/or 3(c)(2)(B) of FIFRA; and (il) to commence negotlations to determine the
amount and terms of compensation, If any, to be paid for the use of the study.

| certify that in aft instances where an affer of compensation is required, coples of all offers to pay compensation and evidence of their dellvery in
accordance with sectlons 3(c)(1)(F) and/or 3(c)(2}(B) of FIFRA are available and will be submitted to the Agency upon request. Should | fail to produce such
evidence to the Agency upon request, | understand that the Agency may initiate action to deny, cancel or suspend the registration of my product in conformity with
FIFRA. %’

I certify that the statements | have made on this form and all attachments to It are true, accurate, and complqw ‘Pdt:gnowledga 1ha‘l any

knowingly false or misteading statement may be punishable by fine or imprisonment or both under appliicable law. s e o
L]

E

Signature . Date Typed or Printed Name ghd Tlie
b DONNA M. ROSS (REC, AGENT B £
K . Aug.1 2001 (REC; AcEnT BidSHELD)
PA Form 8570-34 {9-97) Electronic and Paper versions avaitable. Submit only Paper version. M o
(A RN X ] cooe
[ ] [ )
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TRANSMITTAL DOCUMENT
Submitter
BioShield Technologies, Inc.
4405 International Blvd., Suite B109
Norcross, GA 30043

*Donna Ross is Regulatory contact for BioShield Technologies, Inc.

Regulatory action in support of which this package is submitted

BSTI 1860 (EPA File Symbol No. 70871-12): Response to EPA letter dated
May 17, 2001 addressed to Donna Ross from Velma Noble.

Transmittal Date

August 1, 2001

Contents

Volume 1 Administrative Materials

Company Agent/Contact:  Donna M. Ross (770-925-3850)/ (770-513-3906)

Company Name: BioShield Technologies, Inc.
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BioShield..

BioShield Technologies Inc.

August 1, 2001

Ms. Velma Noble

Product Manager 31

Antimicrobials Division (7510W)
Office of Pesticide Programs

U.S. Environmental Protection Agency
Document Processing Desk (AMEND)
Room 266A, Crystal Mall 2

1921 Jefferson Davis Highway
Arlington, VA 22202-4501

VIA AIRBORN EXPRESS
RE: BSTI 1860 (EPA Registration No. 70871-12)
Dear Ms Noble:

On behalf of Bioshield Technologies, Inc. | am responding to your recent letter dated May 17, 2001
regarding the pending application to amend the product identified above. The issues identified in your
letter are restated below in italics. My responses follow each issue. Enclosed with this letter, please
find the updated forms and five copies of the revised product label.

Comments

1. Delete “seacoast and underwater coatings from the label based on correspondence with Fred
Smith on 11/20/00. Revise the label to include both uses of the product. Specify that this may
be used as an in can preservative and as a spray to be applied on dried paints (also specify
the types of paints and coatings for each use.) Note that this product only protects the paint
film.

Seacoast and underwater coatings have been removed from the label. The use of BSTI 1860
as in can preservative and as a spray to be applied on dried pains and coatings has been
added. Specifications of paint and coating types have also been made on the label.

2. Submit Generic and Product Specific Data Matrices as per PR Notice 98-5. Also include a
certification with respect to citation Data form for each matrix. You may submit product specific
and generic matnxes, which are in agreement with those submitted on 11/18/99 being certain
that it includes a curmrent date and your signature. Also revise your Generic data matrix to
include both MRID3's for Chemistry Guidelines 158.155, 158.160, 158.162 and 158,167
44885901 and 44972401. ottt

Please see enclosed Data matrices and Data Citation form.

[ X ] L ] . :
L]
BioShield Technologies, Inc. *tc. ee e
4405 Intemational Blivd. Suite B-109 coses. i
Norcross, GA 30093 ' <,
Phone (770)-925-3890 sese
FX (770)-925-3923 . .
: (A X XX ]




® Page?2
P Ross to Noble
' & BSTI 1860 response August 1, 2001

3. Revise the Approved Uses section to include the following statement as per your notification
approved on 12/14/00: “Polyurethane and cellulose and from for household, industral, and
institutional sponges and mops.” ‘Polyurethane and cellulose for household sponges and

mops.

Please refer to change on revised draft label.

4. Add the following claims against non-public health pests as per your notification approved on
11/17/00: ‘Imparts microbiostatic properties.......... Provides bacteriostatic, fungistatic (mold and
mildew), algaesatic activity’.

All phrases have been added to the enclosed revised label.

5. Be certain the word “POISOIN” appears RED ink against a contrasting background on the final
printed label.

This will be added to the final printed label.

6. As per PR notice 2000-1 include the following statement: “Have the product container or label
. with you when calling the poison control center or doctor, or going for treatment.”

Please refer to enclosed revised label. This has been included at the beginning of the First Aid
section. 3

7. Also revise the “If On Skin” section to be titled “If On Skin Or Clothing”. Then add the following
statement to the beginning of this section: “Take off contaminated clothing.”

This has been included on the enclosed revised draft label.

8. As per the Agency letter dated 9/7/00, your product is not approved for use in Swimming pool,
Jacuzzi and spa filters and filter media” thus these sites must be deleted.

These sites have been removed from the label.

. Sincerely,
)2% . 63

Donna M. Ross
Regulatory Agent for BioShield Technologies, Inc.

ENCLOSURES soee
¢ [ X ] L ] [ ]
" . . (A XN X ] ¢ L X ) ¢ ® :
BioShield Technologies, Inc. .
4405 Intemational Bivd. Suite B-109 csces’ °

Norcross, GA 30093 o,

Phone (770)-925-3890 seee

FX (770)-925-3923 . .
[ A R X NN )
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PAPERWORK REDUCTION ACT NOTICE and INSTRUCTIONS <

A .t Y

P.APERWORK hEDQQTION ACT NOTICE: Public reporting burden for this collection of information is estimated to averege 0.85 hour per

response, including time for reviewing instructions.saarching existing data sources, gathering and maintaining the data needed, and completing and
reviewing the collection of information. Send comfents regarding the burden estimate or any other aspect of this collection of information, including
suggestions for reducing this burden, to Chief, Information Policy Branch, (2136), U.S. Environmenta! Protection Agency, 401 M Street, SW,
Washington, DC 20460.

INSTRUCTIONS: This form is to be used for all applications for new registration, end use reregistration, emendment, resubmission, to applications
for notifications, final printed labeling, reregistration, etc. !n order to process an application for a new registration submitted on this form, the
following meatenal must eccompany the application:

Certification with Respect to Citation of Data (EPA Form 8570-29). [If not exempted by 40 CFR 152.81 (b) (4));
Confidential Statement of Formula (EPA Form 8570-4);

Formulator's Exemption Statement (EPA Form 8570-27);

Five copies of draft labeling;

Three copies of any date submitted;

Authorization letter where applicable;

Matnces where applicable.

Nounsrwh =

Submission of Labeling - Labeling should first be submitted in the form of draft labels with all applications for new registration. Such draft labels mey be
in-the form of typed label text on 8.5 x 11 inch paper for submission or a mockup of the proposed label. If prepared for mockup, it should be
constructed in 8 way as to fecilitate storage in an 8.5 x 11 inch file. Mockup labels significantly smaller than 8.5 x 11 inches should be mounted on 8.5
x 11 inch paper for submission.

Submission of Data - Data submitted in support of this application must be submitted in accordance with PR Notice 86-5.

SPECIFIC INSTRUCTIONS: Pleese read the instructions listed below before completing this application. First determine the type of registratio
action, listed in Block A, for which you are submitting this application. For applications submmed in connection with New Registration actions, Sections
I, i, and IV must be completed by the applicant. For applications submitted in connection with smended reregistration actions, resubmissions,
notificetions, reregistrations, etc., Sections |, ll, and IV must be completed by the applicant.

Block A - Check the appropriate action for which you are submitting this form.

SECTION | - This section must be completed, as applicable, for all registration actions.

1. Company/Product Number - Insert your Company Number, if one has been assigned by EPA. This number may have been assigned to you as a

basic registrant, a distributor, or as an establishment. If your product is registered, insert the Product Number,

EPA Product Manager - If known, fill in the name and PM number of the EPA Product Manager.

Proposed Classification - Specify the proposed classification of this product.

Product Name - Enter the complete product name of this pesticide as it will appear on the label. The name must be specific to this product only.

Duplication of names is not permitted among products of the same company. Do not include any brand name or company line designations.

5. Nome and Address of Applicant - The name of the firm or person end address shown in your application is the pergon or firm to whom the
registration will be issued. If you are acting in behalf of another party, you must submit authorization from that party to act for them in registration
matters. An applicant not residing in the United States must have an authorized agent residing in the United States to act for them in all
registration matters. The name and complete mailing address of such an sgant must accompany this application.

6. Expedited Review - FIFRA section 3 (c) 3 (B) provides for expedited review of applications for registration, or amendments to existing registrations,
that are similar or identical to other pesticide products that are currently registered with the EPA. In order for your application to be eligible for
expedited review, you must provide us with the EPA Registration Number and product name of the product you believe is similar to or identical t'
your product. The product must be similar or idantical in both formulation and labeled uses.

swp

SECT ION I - This section must be completed for all applications submitted to emend the registration only of a currently registered product

{Amendment), for a resubmission in response to an Agency letter, for notifications to the Agency, for the submission of final printed labeling, for

reregistration and for any other action that pertains to a specific EPA-registered product. This section is not to be used for a new application for

registration.

1. . Subject of submission - Check the applicable block and provide the Agency letter date if appropriate. Provide a brief explanation of the purpose(s)
for the submission, such as "the addition of a site, pest or crop (specify)”; "amend the Confidential Statement of Formula by..."; "raregistration
submission”; "general label revision of use directions.” Attach a separate page if additional spaca is needed.

SECTION Ml (Packaging and Container Information) - This Section must be completed for all applications submitted in connection with new
registration or applisable amendments.

1. Type of Packaging - Check the appropriate block if your product will be packeged in the indicated packaging types.

* Indicate the size of the individual packets and number per retail container.

. Type of Retall Container - indicate type of container in which product will be marketed.

. Location of Net Contents - Indicate the location of the net contents information for your product.

. Size(s) of Retail Container - Specify the net contents of all retail containers for your product.

. Location of Use Directions - Indicate the location of the use directions for your product. :

. Manner in which label is affixed to product - Indicated the method product label is attached to retail container.

ounhswWN

SEQ ! |QN IV (Contact Point) - This Section must be completed for all applications for Registration ections, i.e., new products registration,
resubmission, "me-t00,” reregistration, etc.

1-5. Self-explanatory.
8. EPA Use Only.




v

w1

.

. &
PRI . S § 10 =3 - o
Llesse renflingervetions on reverse befors completing form, Eorm Approved. OMB No. 2070-0060
i 1 Y Wlautl iy
n - United States, | Registration OPF: Identifier Number
ﬂEPA Environmental Protection Agency Amendment 275804
Washington, DC 20460 _ < Other - - e
; : 3 R 7y — e
. Application for Pesticide - Section | ny
1. Company/Product Number ‘ . 2. EPA Product Manager 3. Proposed Classification
: N D Restricted
4. Company/Product (Name) TR PM# D o e
N
5. Name and Address of Applicant (include ZIP Code) % 6. Expedited Review. In accordance wnjr FIFRA Section 3(c)(3)
(b)(i), my product is similar or identical’in composition and labeling
5 to:
: v EPA Reg. No.
s \ A
D Check if this is a new address Product Name
Section - Il
D Amendment - Explain below. \ Final printed labels in response to
_ Agency letter dated
Resubmission in resp to Agency letter dated \. D "Me Tog™ Application.
\
Notification - Explain below. a \D Other - Explain below.
. yd
Explanation: Use additional page(s) if necessary. (For section | and Socﬁonh}} d
.'/r I\\\
/ \
/ \
L ¥
/. \
. A"
/Section - Il \
1. Material This Product Will B Packaged In: / \
Child-Resistant Packaging | Unit Packaging //‘( Water Soluble Packaging \\ 2. Type of Container
B Yes® Yes ," H Yes \ Metal
Plastic
e - / e A Glass
& - > If "Yes" No. per If “Yes" No. per \ Paper
Lertification must | ynic Packaging wgr! - container Package wgt container \ Other (Specify)
ubmitted e l g
3. Location of Net Contents Information ,./ 4. Size(s) Retail Container 5. Location 5( Label Directions
/ On
D Label D Container  / On tx:bng accompanying product
6. Manner in Which Label is Affixed to Product Lithograph - [] other " N
Paper glued N
Stenciled b
Section - IV
1. Contact Point [Complete items directly below for identification of individusl to be contacted, if nccﬁssw, to process d\w spplication.)
Neme Title T.laphonk{ao. (include Area Code)
Certification 8. Date Application
| certify that the statements | have made on this form and all attachments thereto are true, accurate and complete. Received
| acknowledge that any knowingly felse or misleading statement may be punishable by fine or imprisonment or {Stamped)
both under applicable law. &
2. Signature 3. Title
4. Typed Name 5. Date
106

EPA Form 8570-1 (Rev. 8-94) Previous editions are obsolete. Whits - EPA Flle Copy (original) Yellow - Applicant Copy
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

agreement with that submitted on 11/18/99 being certain that it includes a current date and your
signature. Also revise your matrix to include both MRID#s for Chemistry Guidelines 158.155,
158.160, 158.162, and 158.167: 44885901 and 44972401.

Please note that the following actions have been approved for the label of this product.
Please submit a revised label which includes these changes.

1. Revise the “Approved Uses” section to include the following statement as per your
notification approved on 12/14/00:
“Polyurethane and cellulose foam for household, industrial, and institutional sponges and mops.”

2. Add the following claims against non-public health pests as per your notification
approved on 11/17/00.

The following claims are accepted by this notification:
“Imparts microbiostatic properties.”

. “Provides an invisible microbiostatic coating to inhibit the growth of odor causing bacteria.”
“Provides an invisible microbiostatic coating to inhibit the growth of bacteria which cause staining
and discoloration.”

“Provides an invisible microbiostatic coating to inhibit the growth of fungi (mold and mildew).”
“Provides an invisible microbiostatic coating to inhibit the growth of algae.”

“Provides an invisible microbiostatic coating to inhibit the growth of odor causing bacteria,
bacteria which cause staining and discoloration, and fungi (mold and mildew), and algae.”
“Prevents deterioration caused by bacteria and fungi (mold and mildew).”

“Inhibits deterioration caused by bacteria.”

“Resists development of microbial odors.”

“Resists development of stains and discoloration due to bacteria.”

“Resists development of stains due to fungi (mold and mildew).”

“Resists stains due to algae.”

“Resists development of microbial odors, stains and discoloration due to bacteria, fungi (mold and

. mildew), and algae.”

“Provides/creates an invisible barrier to inhibit the growth of odor causing bacteria.”
“Provides/creates an invisible barrier to inhibit the growth of bacteria which cause staining and
discoloration.”

“Provides/creates an invisible barrier to inhibit the growth of fungi (mold and mildew).”
“Provides/creates an invisible barrier to inhibit the growth of algae.”

“Provides/creates an invisible barrier to inhibit the growth of odor causing bacteria, bacteria which
cause staining and discoloration, and fungi (mold and mildew), and algae.”

“Provides bacteriostatic, fungistatic (mold and mildew), algaestatic activity.”

3. Be certain that the work “POISON” appears in RED ink against a contrasting
background on the final printed label.

CONCURRENCES

SYMBOL

................................. ssefensssssssssnannnns asevman sssfessnssnsssnssnsnsfane asses

SURNAME

----------------------------------------------------- b -u-ul, sessdesassssasnsasitisdeetsanmattansnssr Pratssnentsssesanns

DATE

EPA Form 1320-1A (1/90) Printed on Recycled Paper OFFICHM(FILE COPY
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if any, to submit with an application. Otherwise when you submit an
application you may end up after our science branch has evaluated it
finding additional data are needed. This seems to be an unnecessary step
for both of us. Regarding the paint uses, RASSB will do an occupational
and an applicator exposure assessment. It appears unlikely that additional
data are needed unless they do not have enough information to complete
their exposure assessment.

The seacoast and underwater coatings will require the need for additional
data to be addressed before we would send it to RASSB for evaluation. If

you are interested in pursuing this, then we need to talk further.

Dennis
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TRANSMITTAL DOCUMENT
Submitter
BioShield Technologies, Inc. SciReg, Inc.*
4405 International Boulevard 12733 Director’s Loop
Suite B109 Woodbridge, VA 22192

Norcross, Georgia 30093

* SciReg, Inc. is the authorized agent for BioShield Technologies, Inc.

Regulatory action in support of which this package is submitted

Amendment to add additional source of the active ingredient in AM 500
(EPA Reg. No. 70871-1)

Transmittal Date

March 29, 2000
Contents
Vol. 1 Administrative Materials
Company Official: James S. Damico S - CM

Company Name: SciReg, Inc.

Company Contact: Hale Vandermer  (703) 494-6500
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TRANSMITTAL DOCUMENT

Submitter
BioShield Technologies, Inc. SciReg, Inc.*
4405 International Boulevard 12733 Director’s Loop
Suite B109 Woodbridge, VA 22192

Norcross, Georgia 30093

* SciReg, Inc. is the authorized agent for BioShield Technologies, Inc.

Regulatory action in support of which this package is submitted

Addition of paint and coatings as use sites to the BSTI 1860 label
(EPA Reg.No. 70871-12)

Transmittal Date

August 25, 2000

Contents

Vol. 1 Administrative Materials

Company Official: James S. Damico L%;VV\_Q& . D ,

Company Name: SciReg, Inc,

Company Contact: Hale Vandermer, Ph.D. (703) 494-6500
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SciReg, Inc.

Science and Regulatory Consultants

August 25, 2000

Ms. Velma Noble

Product Manager 31

Document Processing Desk (AMEND)
Office of Pesticide Programs (7504C)
U.S. Environmental Protection Agency
Room 266A, Crystal Mall 2

1921 Jefferson Davis Highway
Arlington, VA 22202-4501

Re: BSTI 1860 (EPA Reg. No. 70871-12)
Dear Ms. Noble:

On behalf of BioShield Technologies, Inc., SciReg, Inc. is submitting a request for the
addition of paints and coatings as use sites on the BSTI 1860 (EPA Reg. No. 70871-12)

label.

Accompanying this letter are the application form (EPA Form 8570-1) and six copies of
the revised label. One of the six labels is marked with the proposed changes. Please
note, we also changed the First Aid statements to be consistent with PR Notice 2000-3.

If you have any questions or comments regarding this amendment request, please call.

Sincerely,

Hale Vandermer, Ph.D.

Senior Regulatory Specialist ,,,,
Enclosures oL

12733 Director’s Loop, Woodbridge, VA 22192
Telephone: (703) 494-6500 Facsimile: (703) 492-6600
www.SciReg.com 119
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

BioShield Technologies, Inc. DEC 1 4 2000

4405 International Boulevard, Suite B-109
Norcross, GA 30093

ATTENTION: Frederick T. Smith
Agent for BioShield
SUBIJECT: BioShield BSTI 1860

EPA Registration Number: 70871-12
Your Notification Dated: November 22, 2000
EPA Received Date: November 22, 2000

This is to acknowledge receipt of your notification as per PR Notice 98-10 to add an
additional substrate to an existing use site. This application is acceptable and the notification will
be made part of the record for this file.

The following claim is accepted by this notification:
“Polyurethane and cellulose foam for household, industrial, and institutional sponges and mops.”

Should you have any questions concerning this letter please contact Tracy Lantz at
(703) 308-6415.

Sincerely,

it

Velma Noble

Product Manager (31)
Regulatory Management Branch I
Antimicrobials Division (7510C)

7510C. T Lantz-12/11/00-70R71-12¢

CONCURRENCES

SYMBOL 75 !o c

oooooooooooooooooooooooooooooo wesdeasssnssssasnnr T any ssfosnssnrsssssnsanalegenssvnnnnns -

------------------------------------- LITYL ] sessssssesNRaS

DATE [-?' JZJOO
EPA Form 1320-1A (1/00) Printed on Recycled Paper OFFIED. FILE COPY
#GPO : 2000 - 187-381
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Please read instructions on reverse before completing form.

Form Approved. OMB No. 2070-0060 Approval Expires 5-31-98

United States

2 EPA

Environmental Protection Agency
Washington, DC 20460

[] Registration
Amendment

EZZII Other

OPP Identifier Number

Application for Pesticide - Section |

1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification
70871-12 Velma Noble
3. Company/Product (Name) PM# .
N
BST 1860 31 & one D Restricted

5. Name and Address of Applicant (Inciude ZIP Code)
BioShield Technologies, Inc.

4405 International Boulevard, Suite B109
Norcross, GA 30093

DCheck if this is a new address

to:
EPA Reg. No.

Product Name:

6. Expedited Review. In accordance with FIFRA Section 3 (¢} (3)
(b) (i), my product is similar or identical in composition and labeling

Section - |l

D Amendment - Explain below.

l:l Resubmission in response to Agency letter dated

D Final printed labels in response to

l:l “Me Too” Application.

Notification - Explain below.

D Other - Explain below.

Explanation: Use additional Page(s) if necessary. (For section | and Section Il)

Addition of substrate to existing use site.

: Section - il
1. Material This Product Will Be Packaged In:
Unit Packaging Water Soluble Packaging 2. Type of Container
Child-Resistant Packagin
ging Yes Yes E Metal
Yes* Plastic
l l N
l:l No r "No D "o [ Glass
If “Yes No. per If “Yes No. Per D
. e e Unit Packaging wgt. Container Unit Package wgt. Container Paper
Certification must [] other (Specify)
be submitted

3. Location of Net Contents Information

E Label l:l Container

4. Size(s) Retail Container

On Label

Sﬁcation of Label Directions

D On Labeling accompanying product

6. Manner in Which Label is Affixed to Product

D Lithograph
Paper glued

D Stenciled

l:l Other

Section -1V

1. Contact Point (Complete items directly below for identification of individual to be contacted if necessary to process this application.)

Name

Frederick T. Smith

Title

Sr. Regulatory Specialist, SciReg,

Telephone No. (rcttis®irea Code)
(703) 494-6500

Inc. (Agent) sevens
Certification 6. Datg _Applicatiqr; ssen
| certify that the statements which | have made on this form and all attachments are true, accurate and complete. JJecejved 3 ¢ 2
| acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisonment or e -, [6tamped)
both under applicable law. e o *..°
2. Signature 3. Title e et ccoes
L] L]
//Aﬂ_\ Sr. Regulatory Specialist, SciReg, Inc. (Agent) * seeee
(KX X ]
4. Typed Name 5. Date ‘evee”
Frederick T. Smith November 22, 2000 esee
[ A XX ]

EPA Form 8750-1 (Rev. 8-94) Previous editions are obsolete

White - EPA File Copy (original)

Yellow - Applicant Copy
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EPA Reg. No. 70871-12
November 22, 2000

This notification is consistent with the provisions of PR
Notice 98-10 and EPA regulations at 40 CFR 152.46, and
no other changes have been made to the labeling or the
confidential statement of formula of this product. I
understand that it is a violation of 18 U.S.C. Sec. 1001 to
willfully make any false statement to EPA. I further
understand that if this notification is not consistent with the
terms of PR Notice 98-10 and 40 CFR 152.46, this product
may be in violation of FIFRA and I may be subject to
enforcement action and penalties under sections 12 and 14
of FIFRA.

L 7N

Frederick T. ?I-nith

Senior Regulatory Specialist
SciReg, Inc.*

12733 Director’s Loop
Woodbridge, VA 22192

*SciReg, Inc. is the authorized agent for BioShield Technologies,
Inc.
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SciReg, Inc.

Science and Regulatory Consultants

October 24, 2000

Ms. Velma Noble

Antimicrobials Division (7510C)
Document Processing Desk (NOTIF)
Office of Pesticide Programs

U.S. Environmental Protection Agency
Room 266A, Crystal Mall 2

1921 Jefferson Davis Highway
Arlington, VA 22202-4501

Re:  Notification Consistent with PR Notice 98-10
- BioShield Technologies, Inc.
- BSTI 1860 (Reg. No. 70871-12)

Dear Ms. Noble:

On behalf of BioShield Technologies, Inc., SciReg, Inc. is submitting a notification,
consistent with PR Notice 98-10, to add additional marketing language to its label. A
revised label and a highlighted one showing the additional label language are also
provided. It should be noted that the identical language has already been accepted by the
Agency for BioShield’s Protectant products (i.e., Reg. Nos. 70871-3, -4, and -5).

As required, an executed Certification of Compliance with PR Notice 98-10 is included.
Should you have any questions, please call.
Sincerely,

A1

Frederick

Enclosures

12733 Director’s Loop, Woodbridge, VA 22192 eeee
Telephone: (703) 494-6500 Facsimile: (703) 492-6600

www.SciReg.com 130



EPA Reg. No. 70871-12
October 24, 2000

This notification is consistent with the provisions of PR
Notice 98-10 and EPA regulations at 40 CFR 152.46, and
no other changes have been made to the labeling or the
confidential statement of formula of this product. I
understand that it is a violation of 18 U.S.C. Sec. 1001 to
willfully make any false statement to EPA. I further
understand that if this notification is not consistent with the
terms of PR Notice 98-10 and 40 CFR 152.46, this product
may be in violation of FIFRA and I may be subject to
enforcement action and penalties under sections 12 and 14
of FIFRA.

A
Frederick T./Smith
Senior Regylatory Specialist
SciReg, Inc.*
12733 Director’s Loop

Woodbridge, VA 22192

*SciReg, Inc. is the authorized agent for BioShield Technologies,
Inc.
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Please read instructions on reverse before completing form. Form Approved. OMB No. 2070-0060 Approval Expires 5-31-98

United States D Regi_stration OPP Identifier Number
. E P A Environmental Protection Agency [] Amendment
Washington, DC 20460 =1 Other
Application for Pesticide - Section |
1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification
70871-12 Velma Noble
3. Company/Product (Name) PV .
BSTI 1860 31 &None D Restricted
5. Name and Address of Applicant (Include ZIP Code) 6. Expedited Review. in accordance with FIFRA Section 3 (c) (3)
BioShield Technologies, inc. (b) (), my product is similar or identical in composition and labeling
4405 Intemational Boulevard, Suite B109 to:
Norcross, GA 30093 EPA Reg. No.
D Check if this is a new address Product Name:
Section - [l
D Amendment - Explain below. D Final printed labels in response to
D Resubmission in response to Agency letter dated D “Me Too” Application.
& Notification - Explain below. D Other - Explain below.

Explanation: Use additional Page(s) if necessary. (For section | and Section Il)
\dition of marketing language.

Section -l

1. Material This Product Will Be Packaged In:

. . ) Unit Packaging Water Soluble Packaging 2.  Type of Container
Chﬂd-lﬁstant Packaging Yes Yes % Metal
Yes* Plastic
= X wo X no S
No If"Yes" No. per If“Yes” No. Per D
. . . Unit Packaging wgt. Container Unit Package wgt. Container Paper
Certification must (] other (specify)
be submitted
3. Location of Net Contents Information 4. Size(s) Retail Container 5. Location of Label Directions
On Label
. 2-240z.
& Label D Container On Labeling accompanying product
iManner in Which Label is Affixed to Product D Lithograph
Paper glued D Other

[] stencied

Section -1V

1. Contact Point (Complete items directly below for identification of individual to be contacted if necessary to process this application.)

Name Title Telephone No. (Include Area Code)
Frederick T. Smith Agent (703) 494-6500
Certiﬁcation 6. Date Apglication
| certify that the statements which | have made on this form and all attachments are true, accurate and complete. f!.e ﬁ'\"?smmpe d)
I acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisonment or .
both under applicable law. LI
2. Signature 3. Title seccee [xXxy’
Agent . < .
[ 4 L]
e L ]
(XX N XX ] e o [ ]
* L] [ L X ]
; é ; ‘ / % ] .
/ X :o .e
soese [ X X N ]
4. Typed Name 5. Date . E .. . .
Frederick T. Smith /O[Z“floo XXX
(XX X]
EPA Form 8750-1 (Rev. 8-94) Previous editions are obsolete White-EPA File Copy (original) Yellow- App.licauhCOpy
[ ]
[ X N N )
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Please read instructions on reverse before completing form. Form Approved. OMB No. 2070-0060 Approval Expires 5-31-98

. United States D Registration OPP Identifier Number
. E PA Environmental Protection Agency [X] Amendment
Washington, DC 20460 D Other
Application for Pesticide - Section |
1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification
Velma Noble
70871-12
3. Company/Product (Name) PM# .
BSTI-1860 31 &None E] Restricted
5. Name and Address of Applicant (Include ZIP Code) 6. Expedited Review. In accordance with FIFRA Section 3 (c) (3)
BioShield Technologies, Inc. (b) (i), my product is similar or identical in composition and labeling
4405 International Boulevard, Suite B109 to:
Norcross, GA 30093 EPA Reg. No.
Product Name:
DCheck if this is a new address

Section - |l

IX Amendment - Explain below. D Final printed labeis in response to

D Resubmission in response to Agency letter dated D “Me Too” Application.

@ Notification - Explain below. D Other - Explain below.

Explanation: Use additional Page(s) if necessary. (For section | and Section 1)

We are requesting twenty (20) letters (gold sealed) certifying that BSTI-1860 (EPA Reg. No. 70871-12) is registered with EPA.

Section - 1ll

1. Material This Product Will Be Packaged In:

Unit Packaging Water Soluble Packaging 2. Type of Container
Child-Resistant Packagin
D oing Yes Yes % Metal
Yes* Plastic
] [Ino [
No ~ D Glass
If “Yes” No. per If “Yes No. Per D
" e L. Unit Packaging wgt. Container Unit Package wgt. Container Paper
Certification must [ other (Specify)
be submitted
3. Location of Net Contents Information 4.1 Size(s) Retail Container 5. Location of Label Directions
D D On Label
‘] Label Container D On Labeling accompanying product
6. Manner in Which Label is Affixed to Product D Lithograph
D Paper glued D Other
D Stenciled
Section - IV o
1. Contact Point (Complete items directly below for identification of individual to be contacted if necessary to process this applicatiop.)  *
Name Title Telephone No. (Incjyde Area Code)
Hale Vandermer, Ph.D. Sr. Regulatory Specialist, SciReg, (703) 494-6500, ,+ . *
Inc. (Agent) R
Certification ¢ ° 3| & Dete Application
| certify that the statements which | have made on this form and all attachments are true, accurate and complol@s e s e f}eee‘nved
I acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisonmentor ®_ _* . .cs.tamped)
both under applicable law. *0et
2. Signature . 3. Title vetee” .
% W_/ Sr. Regulatory Specialist, SciReg, Inc. (Agent) .
[ AKX X3
4 Typed Name 5. Date coe.
Hale Vandermer, Ph.D. * *
August 25, 2000
EPA Form B8750-1 (Rev. 8-94) Previous editions are obsolete White - EPA File Copy (original} Yellow - Applicant Copy
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460
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OFFICE OF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES

I, Velma Noble. Product Manager/Team 31. Regulatory Management Branch 1, of the
Antimicrobials Division, Office of Pesticide Programs, Office of Prevention, Pesticides and
Toxic Substances, United States Environmental Protection Agency (“EPA”), certify the pesticide
product(s) listed below is, of the date of this letter, a registered product under the Federal
Insecticide, Fungicide, and Rodenticide Act (FIFRA), as amended, and that as such, the
product(s) may be sold and marketed in the United States of America as authorized and limited
by FIFRA. A true and correct copy of the product label approved by EPA is attached to
accompany this letter.

Registration of this product(s) with EPA also denotes that the registrant listed below is responsi-
ble for ensuring full compliance with all laws of the United States of America, or governing
jurisdiction, regarding the sale, storage and/or disposal of the product(s). Further, the recipient
of this letter is on notice that the status of the referenced registration and/or the accompanying

label may change subsequent to date of this letter. EPA assumes no responsibility to notify the ™~ =~ 7 ™

recipient of this letter of any change in the status of the registration(s) and/or the product label for
the product(s) listed below.

EPA has issued registration numbers for the product(s) listed below to:
BioShield Technologies, Inc.

4405 International Boulevard, Suite B109
Norcross, GA 30093

EPA Registration Number:
Reg. #70871-12

Name of Product(s)

BSTI-1860

Name and Title

\[&W%Wj//ij

001 25 2000
/ Date
Official Agency Seal

Intemet Address (URL) e http://www.epa.gov 136
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STORAGE AND DISPQOSAL
Do not contaminate water, food, or feed by
storage and disposal.
Pesticide Storage: Store in original closed
containers in a secure area inaccessible to
children and away from food or feed.
Pesticide Disposal: Pesticide wastes are toxic.
Improper disposal of excess pesticide, spray
mixture or rinsale is a violation of Federal law. If
these wastes cannot be disposed of by use
according to the label instructions, contact your
State Pesticide or Environmentai Control Agency
or the Hazardous Wasle Representative at the
nearest EPA regional office for guidance.
Container Disposal: (piastic) Triple rinse (or
equivalent). Then offer for recycling or
reconditioning, or puncture and dispose of in a
sanitary landfill, or incineration or, if allowed by

state and local authorities, by buming. If burned,
stay out of smoke. (melal) Triple rinse (or
equivalent). Then offer for recycling or

reconditioning, or puncture and dispose of in a

sanitary landfll, or incineration or, other
procedures approved by slate and Jocal
authorities. (gfass) Triple rinse (or equivalent),

then dispose of in a sanitary landfill or by other
approved State and local procedures.

<« _

ACCEPTED
with COMMLENTS
in EPA Lener Dated:

FEB 16 200

Under tne Federal Insecticide.
Pungicide, end Rodenticide Actas

m \. QM : M m~ Q ™ amended, for the pesucide,

Bioshietd Technotoghes Inc.

BSTI 1860

A Silicone Quaternary Ammonium Salt
FOR MANUFACTURING USE ONLY

ACTIVE INGREDIENT:
3-{timethoxysityl) propyldimethyl octadecyl

ammonium chloride........ WT11.2%
OTHER INGREDIENTS: crevreeeeo28.8%
TOTAL cviniienrriivecnretermrctiiariicrniieranssassrronnensessersssiseanrenn:100%

Contains over 12% methanol

e P 2
regisiered ::amqnvmwoo.ZO..N%ml H _

PHYSICAL OR CHEMICAL HAZARDS
Combustible. Do nol use or store near heat or
open flame. De-activalion of BSTI 1860 can be
achieved by the addition of anioni¢c surfactant in
quanlity equivalent to that of BST} 1860.

ENVIRONMENTAL HAZARDS
This pesticide is toxic to fish. Do not discharge
effluent containing this product into lakes,
streams, ponds, estuanes, oceans, or other
waters unless -in  accordance with the
requirements of a JNgtiona),Polutant Discharge
&hminalion wﬁaa:znomwv rmit and the
Brenilihg authority hasehedn, ndified in writing
ghide 1o discharde. « Do not distharge effiuent
containing this product lo sewer systems without
previausly notifying the local sewage trealment
plant authoBty? Folegditidnce. contact your State
Water Boarg v} Rtjona) $ffice of the EPA.

e o o 0 .

KEEP OUT OF REACH OF CHILDREN

DANGERZ2POISON

NOTE(POISON will appear in RED ink on a contrasling background on
final printed labef)
see right pane! for additional precautionary statements

Lot No.

EPA Reg. No. 70871-_

EPA EST. xxxxx-Xx-Xx

STATEMENT OF PRACTICAL TREATMENT

IF IN EYES: Hold eyelids open and flush with a steady, gentle
stream of water for 15 minutes. Get medical attention. Methanol
may cause blindness. IF INHALED: Remove victim 1o tredh air.
If not breathing, give artificial respiration, preferably mouth-to-
mouth. Get medical altention. IF SWALLOWED: Cali a doctor
or get medical altention. Do not induce vomiting or give anything
by mauth lo an unconscious person. Drink promptly a farge
quantity of milk, eggwhites, gelatin solution. or. if these are nat
available, drink large quantities of water. Avoid alcohol.

IF ON SKIN: Flush skin thoroughly with water for at least 15
minutes. Wash with piently of spap and water. Get medical
attention.

Note to Physician: Probable mucosal
damage may contraindicate the use of
gastric lavage.

PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS AND DOMESTIC
ANIMALS
DANGER! Corrosive: Methanol may
cause blindness. Causes irreversible eye
damage. Do not gel in eyes or on
clothing. Wear protective eyewear
{(goggles, face shield or safely glasses).
Harmful if absorbed through skin. Avoid
conlac! with skin. Harmful if swallowed or
inhaled. Avoid breathing vapors or mist.
Wash thaoroughly with soap and water
after handling. Remove conlaminated

clothing and wash clothing before reuse.

DIRECTIONS FOR USE
It is a violation of Federal law to use this
product in a manner inconsistent with its
labeling. FOR MANUFACTURING USE ONLY

APPROVED USES

oy

BSTI 1860 may be wused for
incorporation into and treatment of the
folowing  substrates to  impart
bacteriostatic/fungistatic activity:

« Air filters for furnaces, air-conditioners, air
purification devices, automobiles,
recircufating air handling systems;

e Airfilters/materials;

. Aquarium filfer materiai;

. Bed sheets, blankets, and bedspreads.

»  Buffer pads (abrasive and polishing);

»  Carpets and draperies;
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Concrete additive for sewer pipes, manholes and
concrete sewer slructures; (Not to be used i treatment
of storm drains)

Concrete additive for repair and renewal of sewer
pipes and manholes and concrete sewer
structures, (Not /o be used in Ireatment of storm drains)
Fiberfill for upholstery, slecping bags, apparel, etc.,
where the fiber is cotton, natural down, nylon,
polyester, rayon, or wool;

Fiberglass ductboard;

Fire hose fabric;

Humidifier belts;

Mattress pads and licking;

Men's underwear and outerwear;

Non-woven disposable diapers;

Quterwear apparel, L

Disposable polyurethane foam cushions for
Lapidus Airfloat Systems;

Polyurethane foam for household, industrial, and
institutional sponges and mops; .
Polyurethane and polyethylene foam, when
covered;

Potyurethane foam for packaging and cushioning in
non-food contact applications;

Polyurethane foam used as a growth medium for
non-food crops and plants;

Pre-moistened toweleltes and lissue wipes (these
do not impart pesticidal properties);

Roofing materials - defined as shingles, roofing
granules, wood shakes, feit, stone and synthetic
overcoats;

Sand bags, tents, tarpaulins, sails, and ropes,
Athletic and casual shoes;

Shoe insoles;

Shower curtains;

Socks comprised of nylon, nylonforion,
cotlon/nyton, linen/Lycra,
acrylic/palypropylene/nylon/Lycra
wool/sitk/nylon/Lycra and woal/acryhic/nylon/Lycra;
Throw rugs;

Toweling made of 100 percent cotton, 100 percent
polyester, and blends of the two fibers;

Toilet tank and seat covers;

cauoa__mr . ses eee o0

UphOlsterw ‘mades of acefates.? acrylics, cotton,
d8giags.® . “nyldp. e po estes  polyethylene,
pelysiefins® u?.é@éin:oiwmé! spandex, vinyl,
and wool;

Vacuum cleaner bags and filters;
Vinyl pager-wiallpenes  for  non-food contacl
*

.
L] €«

mcz.._nn.“.c :

« Disposable wiping cloths that can be used for muitiple purposes
such as dusting or washing furniture, cars, walls, windows, flloors,
appiiances, dishes, counter tops, etc.. the wiping cloths do not
impart pesticide properties;

e Women's hosiery, and

¢  Women's intimate apparel

IMPORTANT: WARRANTY AND DISCLAIMER INFORMATION
BioShield Technologies, inc., warrants that the product conforms
to its chemical description and is reasonably fit for the purposes
stated in this label when used in accordance with directions
under normal conditions of use; but this warranty of fitness for a
particular purpose does not extend to the use of this product
contrary to label instructions, or under abnormal conditions, or
under conditions not reasonably foreseeable to seller, and buyer
assumes the risk of any such use.

BIOSHIELD SPECIFICALLY DISCLAIMS ANY OTHER
EXPRESS OR IMPLIED WARRANTY, INCLUDING THE
WARRANTY OF MERCHANTABILITY.

FOR MORE INFORMATION CONCERNING THIS PRODUCT,
PLEASE CONSULT THE MATERIAL SAFETY DATA SHEET
(MSDS). THE MSDS CAN BE OBTAINED BY WRITING
BIOSHIELD TECHNOLOGIES, INC. AT 4405 INTERNATIONAL
BOULEVARD, SUITE B109, NORCROSS, GEORGIA, 30093.
EMERGENCY TELEPHONE NUMBER (800-424-9300)

>00m3mo
with OOZZmZAwu .
in EPA pener Dated

fep 16 200
gm@ﬂ@ﬂ.—@@.
Urder U0 m.Msaam meamdnnam Actas 1

pungicide. i \_T \\W;
the pes ~

wamﬂm.m\.wm%mwaﬂ EPAReg. No.] &
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

EPR R:?' Date of Issuance:
\,,s“-"mrq, U.5. ENVIRONMENTAL PROTECTION AGENCY
Office of Pesticlde Programs 70871-12

Washington, D.C. 20460

Registration Division (H7505C)
wg 401 "M" St., S.R. FEB 1 6 2000

NOTICE OF PESTICIDE: Term of Issuance:
_X___ Registration
Reregistration CONDITIONAL

(under TIFRA, as amended) . .
tame of Pesticide Product:

BioShield BSTI 1860

Na=ze =rnd Acdress of Registrant (include ZIP Code):
BioShield Technologies, Inc

4405 International Boulevard, Suite B1l09
Norcross, GA 30093

—

_Noto: Changes in labeling

"':from that accepted in sonrection with this registracion must
be submitted to and accap tlo pivision p:ior to use of he label in commerce. In any

ccrraspondence on this. pr

O- the basis of ‘nfo-mation rurnlshed t\y the registram, the above nams3
rzgistared/rereglstered under the Federal Insecticide, fungicide and Kz

Registration is in no way to be construed 23 an erdorsement or recomme-iition of this product by the igancy.
In ordar to protect health and the environment, the Administrator, on nls moticn, may at any time suspend or
ca2ncel the registration of a pesticide in accordance with the Act. The 2cceptance of any name in connection
with the registzatlon of a product under this Rct is not te be construwd as giving the registrant a right to
exclusive use of the name or to its use if it has been covered by othe:rs.

This product is conditionally registered in accordance with
FIFRA sec. 3(c) (7) (A) provided that you:

1. Submit and/or cite all data required for registration of
your product under FIFRA sec. 3(c) (5) when the Agency requires all
registrants of similar products to submit such data; and submit
acceptable responses required for reregistration of your product
under FIFRA section 4.

2. Add the phrase EPA Registration Number "EPA Reg. No.
70871-12".

ngna:ur of Ap roving Official: ’ Date:

e

Vélma Noble FEB 16 2000 -
Regulatory Management Branch 1

Antimicrobial Division (7510C)

EP

A Form 8570-6

CONCURRENCES
SysBoL N ’
qc.ii-.u-...- vassaes qeconve o e (1) A1 L2 T T PR PP Y PRy TYTTY 2REY Y] K2 asesvecveechocasssassmtonane
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. »» oY, sedlreenaecvorsorscne {0000 anetudrrnnots e tenuesonastditsanfenncitetanentrastdrcinsttosasavinteccherrosmicsegetesedraractetianTrenens
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY i

page 2
EPA Reg. No. 70871-12

T 3. Your Data Matrix has been revised to include both the
MRID#'s for Chemistry Guidelines 158.155, 158.160, 158.162 and
158.167: 44885901 and 44972401. Make the same revision to the Data
Matrix forms in your files.

4. Delete the phrase on the center panel: “For Formulating
Microbiostatic Agents, Fungistatic Agents, Deodorizers”. This
information is too broad. The uses of this product are clearly
defined under the heading “Approved Uses”.

5. Based on the presence of 12% Methanol in this product
revise the "Precautionary Statements” to include the following:
“Harmful or fatal if swallowed. Harmful if inhaled.”

. ) 6. Delete the following statement under “Approved Uses”:

’ “BSTI 1860 is approved for use in formulating microbiostatic
agents, fungistatic agents, and deodorizers for use in laundry
additives, carpet, upholstery and drapery treatment products.”
The uses of this product are clearly defined within the
information which follows this statement.

7. Add the following to the “Approved Uses” section of the
label:

“For use 1in residential kitchens and bathrooms on the
following hard non-porous surfaces to impart
bacteriostatic/fungistatic activity:

Tubs
Glazed Tile
Vanity Tops

. Shower Curtains
. Shower Stalls

Sinks

Washable Walls
Floors
Window Sills
Cabinets
Exterior of Réfrigerators
Appliances
Garbage Cans”

If these conditions are not complied with, the registration
will be subject to cancellation in accordance with FIFRA sec.
6 (e) . Your release for shipment of the product constitutes
acceptance of these conditions.

CONCURRENCES
SYMBOL, ’
)...-‘--ol'..- ---------------------------------- sesveosd LY t0ssoavaenssc)oassragvetoanactagefeprenscoccoces sseshoccorosesmecaan
surNAME)
RN Sttt AL LD sfraeaceve vesnrsoce vecee ? PO emsesnsesarvresde . cevavesssaceccans
DATE y ) ' ‘
"~ EPA Form 1320-1A (1/90)  Printed on Recyeled Paper OFFICIAL FILE COPY




UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

page 3
EPA Reg. No. 70871-12

A stamped copy of the label is enclosed for your records.
Submit one (1) copy of the final printed label prior to the
release of the product for shipment.

If you have any questions concerning this letter, please
contact Tracy Lantz at (703) 308-6415.

Sincerely,

A

Velma Noble

Product Manager 31

Regulatory Management Branch 1
Antimicrobial Division (7510C)

Enclosure (stamped label)
7510C:T.Lantz:2/15/00:70871-12

* EPA Form 1320-1A (1/90) e

COMCURRENCES
SYMBOL N . sevemessssanarsnnfonessncrssavescan|eoeencassacsnsvescheaces essssstenacas
T S TR U S
SURNAME’ : s vapessene seedatonssesesssnvorodisrvasmencngonoedrevontonsoctosss .e
L S snvace PR . p y
OATE .
OFFICIAL FILE COPY
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

BioShield Technologies, Inc. )
4405 International Boulevard, Suite B109
Norcross, GA 30093 “' 6758

ATTENTION: Hale Vandermer, Ph. D.
Agent for BioShield

SUBJECT: BioShield BSTI 1860
EPA Registration Number: 70871-12
Your Amendment Dated: March 22, 2000
EPA Received Date: March 22, 2000

The amendment referred to above, submitted in connection with registration under FIFRA
section 3 (¢ ) 7 a, is unacceptable.

The addition of swimming pool, jacuzzi, and spa filters and filter media as use sites for this
. product is considered a new use. This submission has been discussed with our science branch and
additional data must be submitted for review in order to evaluate this proposed new use.

Initially you are required to provide data from a leaching study. Prior to running a study,
submit a protocol for a leaching study. Once we have reviewed and approved a protocol then
submit data based on the approved protocol. If this product does leach out of the filter system
then additional data will be needed to evaluate the risks involved with this use.

All of the toxicology data listed below will be required if the product leaches from the
filter material. There needs to be further discussion regarding the toxicology data requirements if
you intend for the homeowner to apply this product for their filters and/or filter media. If this use
is only intended for commercial applications, fewer studies may be required.

Swimming pools are considered to be a high exposure use site for antimicrobials. For high
expo Imicr i iCi( requires a full food use batiery of
SYMBOL B toxicology fests. These TEqui s (ps outlined injthe proposed {158 Subpart W) are the sathe

-------
ooooooooooooooooooooooo meassssfsapsnssnustasssttnhesssasddtmssqean

SURNAME J

DATE q ( é’OO

EPA Form 1320-1A (1/90) ' Printed on Recycled Paper ' oa=ncu1|.4|=:;1.e coPY
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the chronic data will cover any subchronic issues.
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Norm Cook/Dc/Usepa/Us 53
Winston Dang/Dc/Usepa/Us

Siroos Mostaghimi/Dc/Usepa/Us 8337
Tim Mcmahon/Dc/Usepa/Us

Dennis Edwards/Dc/Usepa/Us

Velma Noble/Dc/Usepa/Us

Jackie Campbell/Dc/Usepa/Us

Eastlyn Mcintyre/Dc/Usepa/Us
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EPA Reg. Date of Issuance:l
Number:
¢§a€°shq% U.S. ENVIRONMENTAL PROTECTION AGENCY
~ .{% Office of Pesticide Programs 70871-12
H - i Registration Division (H7505C)
2 M ¢ 401 "M" St., S.W. FEB 1 6 2000
%% d&f Washington, D.C. 20460
4L ppo®
NOTICE OF PESTICIDE: Term of Issuance:
X 1 ion
. X Registratio CONDITIONAL
Reregistration
(under FIFRA, as amended) Name of Pesticide Product:
BioShield BSTI 1860

Name and Address of Registrant {include ZIP Code):

BioShield Technologies, Inc
4405 International Boulevard, Suite B109
Norcross, GA 30093

On the basis of information furnished by the registrant, the above named pesticide is hereby
registered/reregistered under the Federal Insecticide, Fungicide and Rodenticide Act.

Registration is in no way to be construed as an endorsement or recommendation of this product by the Agency.
In order to protect health and the environment, the Administrator, on his motion, may at any time suspend or
cancel the registration of a pesticide in accordance with the Act. The acceptance of any name in connection
with the registration of a product under this Act is not to be construed as giving the registrant a right to
exclusive use of the name or to its use if it has been covered by others.

This product is conditionally registered in accordance with
FIFRA sec. 3(¢) (7) (A) provided that you:

: 1. Submit and/or cite all data required for registration of
your product under FIFRA sec. 3(c) (5) when the Agency requires all
registrants of similar products to submit such data; and submit
acceptable responses required for reregistration of your product
under FIFRA section 4.

2. Add the phrase EPA Registration Number "EPA Reg. No.
70871-12".

Sig atur’e of Approving Official: Date:
W?&W FEB 1 6 2000
e

Velma Nob
Regulatory Management Branch 1
Antimicrobial Division (7510C)

EPA Form 8570-6
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page 2
EPA Reg. No. 70871-12

3. Your Data Matrix has been revised to include both the
MRID#'s for Chemistry Guidelines 158.155, 158.160, 158.162 and
158.167: 44885901 and 44972401. Make the same revision to the Data
Matrix forms in your files.

4. Delete the phrase on the center panel: “For Formulating
Microbiostatic Agents, Fungistatic Agents, Deodorizers”. This
information is too broad. The uses of this product are clearly
defined under the heading “Approved Uses”.

5. Based on the presence of 12% Methanol in this product
revise the “Precautionary Statements” to include the following:
“Harmful or fatal if swallowed. Harmful if inhaled.”

6. Delete the following statement under “Approved Uses”:
“BSTI 1860 1is approved for use in formulating microbiostatic
agents, fungistatic agents, and deodorizers for use in laundry
additives, carpet, upholstery and drapery treatment products.”
The wuses of this product are clearly defined within the
information which follows this statement.

7. Add the following to the “Approved Uses” section of the
label:

“For use 1in residential kitchens and bathrooms on the
following hard non-porous surfaces to impart
bacteriostatic/fungistatic activity:

Tubs

Glazed Tile
Vanity Tops
Shower Curtains
Shower Stalls
Sinks

Washable wall
Floors :
Window Sills
Cabinets
Exterior of Refrigerators
Appliances
Garbage Cans”

If these conditions are not complied with, the registration
will be subject to cancellation in accordance with FIFRA sec.
6(e).  Your release for shipment of the product constitutes
acceptance of these conditions.
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page 3
EPA Reg. No. 70871-12

A stamped copy of the label is enclosed for your records.
Submit one (1) copy. of the final printed label prior to the
release of the product for shipment.

If you have any questions concerning this letter, please
contact Tracy Lantz at (703) 308-6415.

Sincerely, -

I

elma Noble

Product Manager 31
Regulatory Management Branch 1
Antimicrobial Division (7510C)

Enclosure (stamped label)
7510C:T.Lantz:2/15/00:70871-12
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FEB 24 2000

BioShield Technologies, Inc.
4405 International Boulevard, Suite B109
Norcross, GA 30093

ATTENTION: James Damico
Agent for BioShield

SUBJECT: BioShield BSTI 1860
EPA File Symbol 70871-12
Your Registration Dated: February 16, 2000

This letter is in response to our phone conversation of 2/23/2000 concerning the above
mentioned product. Regarding the Notice of Pesticide Registration dated 2/16/200 for BioShield
BSTI 1860 the statement in item #7 of that notice may be revised to read exactly as follows:

Add the following to the “Approved Uses” section of the label:

“For use in formulating products used in residential kitchens and bathrooms on the
following hard non-porous surfaces to impart bacteriostatic/fungistatic activity:

Tubs

Glazed Tile
Vanity Tops
Shower Curtains
Shower Stalls
Sinks

Washable Walls
Floors

Window Sills
Cabinets
Exterior of Refrigerators
Appliances
Garbage Cans”
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Submit one (1) copy of the final printed label incorporating the above mentioned change
prior to the release of the product for shipment.

At this time the Agency would also like to remind you of the following conditions of this
Registration.

This product has been registered as a microbiostatic agent to formulate products used for
materials preservation only; neither this product, nor articles treated with this product, may state
or imply any public health claims.

Articles or substances treated with this product will be exempt from FIFRA regulation
pursuant to 40 CFR 152.25(a) only if the intended use for incorporating this material into the
treated article or substance is for protection of the article or substance itself.

Should you have any questions concerning this letter, please contact Tracy Lantz at
(703) 308-6415.

Sincerely,

i

Velma Noble

Product Manager (31)
Regulatory Management Branch I
Antimicrobials Division (7510C)

7510C:T.Lantz:2/23/00:70871-12a
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VOLUME 1

Administrative Materials



TRANSMITTAL DOCUMENT

Submitter
BioShield Technologies, Inc. SciReg, Inc.*
4405 International Boulevard 12733 Director’s Loop
Suite B-109 Woodbridge, VA 22192

Norcross, Georgia 30093

* SciReg, Inc. is the authorized agent for BioShield Technologies, Inc.

Regulatory action in support of which this package is submitted

Addition of swimming pool filters, jacuzzi, and spa filters and filter media as use sites to
the BSTI 1860 label

Transmittal Date

March 22, 2000

Contents

Vol. 1 Administrative Materials
\
Company Official: James S. Damico C)_js.ﬁ——«.ggq Qﬁ'\/\w

Company Name: SciReg, Inc.

Company Contact: Hale Vandermer, Ph.D. _ (703) 494-6500




MAR-B8-2008 11:28 BIGSHIELD _ _ 770 92._1. 1865 P.B2/@8

& ’% UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

WASHINGTON, D.C. 20460

fmlnq,’

"meﬂ" .
ey RN

OFFICE OF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES

Dr. Marcelo D. Villahoz VMD MS
TTI-BIOSHIELD

2250 North Druid Hills Road

Suite 238

Atlanta, GA 30329

Dear Dr. Villahoz:

Thank you for your correspondence of September 27, October 27, and November 2, 1999
requesting areview of label language for Reemay antimicrobial treated filtration media for
compliance under the Federal Insecticide, Fungicide, and Rodenticide Act pursuant to the treated
articles exemption at 40 CFR 152.25(a). The following statement which is a composite of the
three variations presented with your correspondence should serve as a guide in developing
a.cceptablc language for these articles.

“Reemay Filtration Medla is treated with BloShJeId AM 500 with properties only to
inhibit the growth of bacteria that may affect ﬁlters by causing (insert a descriptor such
as: odors, discoloration or deterioration). "The BioShield AM 500 antimicrobial
properties do not protect users or others  against bacteria, viruses, germs or other disease
organisms. Bioshield AM 500 antimicrobial properties will not wash off and are

intended only to protect the filter ﬁ'om (use the same descriptor(s) which were chosen for
the first sentence).”

T'hope that this response sansfactonly addresses your inquiry. If you require addxtxonal
information, please let me know.

Sincerely,

Lradlon C ' ;’1 amed/

Walter C. Francis, Acting Associate Duector
Antimicrobials Dmsxon

LA RN

Intomaet Addrass (URL)  hitpi//www.epa.gov : ®eee
Recyclod/Recyclable » Prined wih Vegetable O Basod Inks on Recyciad Paper (MInimum 25% Postconsumer) 161




SciReg, Inc.

Science and Regulatory Consultants

March 22, 2000

Ms. Velma Noble

Product Manager 31

Antimicrobial Division (7510W)
Office of Pesticide Programs

U.S. Environmental Protection Agency
Document Processing Desk

Room 266A, Crystal Mall 2

1921 Jefferson Davis Highway
Arlington, VA 22202-4501

Re: Request for amendment to the BSTI 1860 label (EPA Reg. No. 70871-12)
Dear Ms. Noble:

On behalf of BioShield Technologies, Inc., SciReg, Inc. is submitting a request to amend
the label of BSTI 1860 (EPA reg. No. 70871-12). This label amendment is simply a
request to add swimming pool, jacuzzi, and spa filters, and filter media (i.e.,
nonwoven/woven material placed in filters) to the list of approved use sites on the
product label.

BioShield previously corresponded with EPA in regard to the inclusion of the
aforementioned use sites on the BSTI 1860 label. Accompanying this submission is a
copy of a letter from Mr. Francis describing label language that could be used on the
“Remay Filtration Media” label. This recommended label language is offered by Mr.
Francis as a composite of the use sites described in the previous BioShield
communications. It is our understanding from these communications with Mr. Francis,
and his guidance with regard to appropriate label language, that the addition of swimming
pool, jacuzzi, and spa filter use sites to the BSTI 1860 label would be acceptable.

Sincerely,

Hale Vandermer, Ph. D.
Sr. Regulatory Specialist

Enclosure -
12733 Director’s Loop, Woodbridge, VA 22192 ::::
Telephone: (703) 494-6500 Facsimile: (703) 492-6600 eoss, 1' 62

www.SciReg.com
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PAPERWORK REDUCTION ACT NOTICE and INSTRUCTIONS g

PAPERWORK REDUCTION ACT NOTICE: Public reporting burden for this collection of information is estimated to average 0.85 hour per

response, including time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and completing and
reviewing the collection of information. Send commaents regerding the burden estimate or any other aspect of this collection of information, including
suggestions for reducing this burden, to Chief, Information Policy Brench, (2136), U.S. Environmental Protection Agency, 401 M Street, SW,
Washington, DC 20460.

INSTRUCTIONS: This form is to be used for all applications for new registration, end use reregistration, amendment, resubmission, to applications
for notifications, final printed labeling, reregistration, etc. In order to process an application for a new registration submitted on this form, the
following material must accompany the application:

Certification with Respect to Citation of Data (EPA Form 8570-29). {If not exempted by 40 CFR 152.81 (b) (4)];
Confidential Statement of Formula (EPA Form 8570-4);

Formulator's Exemption Statement (EPA Form 8570-27);

Five copies of draft labeling;

Three copies of any data submitted;

Authorization letter where applicable;

Matrices where applicable.

Noohwn=

Submission of Labeling - Labeling should first be submitted in the form of draft labels with all applications for new registration. Such draft labals may be
in the form of typed label text on 8.5 x 11 inch paper for submission or 8 mockup of the proposed label. If prepared for mockup, it should be
constructed in a way as to facilitate storage in an 8.5 x 11 inch file. Mockup labels significantly smaller than 8.5 x 11 inches should be mounted on 8.5
x 11 inch paper for submission.

Submission of Data - Data submitted in support of this application must be submitted in accordance with PR Notica 86-5.

SPECIFIC INSTRUCTIONS: Please read the instructions listed below before completing this application. First determine the type of registrati!l
action, listed in Block A, for which you are submitting this application. For applications submitted in connection with New Registration actions, Secti

I, ll, and IV must be completed by the applicant. For applications submitted in connection with amended reregistration actions, resubmissions,
notifications, reregistrations, etc., Sections I, ll, and IV must be completed by the applicant.

Block A - Check the appropriate action for which you are submitting this form.

SECTION 1 - This section must be completed, as applicable, for all registration actions.

1. Company/Product Number - Insert your Company Number, if one has been essigned by EPA. This number may have been assigned to you as a
basic registrant, a distributor, or as an establishment. If your product is registered, insert the Product Number.

2. EPA Product Manager - If known, fill in the name end PM number of the EPA Product Manager.

3. Proposed Classification - Specify the proposed classification of this product.

4. Product Name - Enter the complete product name of this pesticide as it will appear on the label. The name must be specific to this product only.
Duplication of names is not permitted among products of the same company. Do not include any brand name or company line designations.

5. Name and Address of Applicant - The name of the firm or person and address shown in your application is the person or firm to whom the
registration will be issued. If you are acting in behalf of another party, you must submit authorization from that party to act for them in registration
matters. An applicant not residing in the United States must have an authorized agent residing in the United States to act for them in all
registration matters. The name and complete mailing address of such an agent must accompany this application.

6. Expedited Review - FIFRA section 3 (c) 3 (B) provides for expedited review of applications for registration, or amendments to existing registrations,
that are similar or identical to other pesticide products that are currently registered with the EPA. In order for your application to be eligible for
expedited review, you must provide us with the EPA Registration Number and product name of the product you believe is similar to or identical
your product. The product must be similar or identical in both formulation and labeled uses. .

SECTION 1l - This section must be completed for all applications submitted to amend the registration only of a currently registered product

(Amendment), for a resubmission in response to an Agency letter, for notifications to the Agency, for the submission of final printed labeling, for

reregistration and for any other action that pertains to a specific EPA-registered product. This section is not to be used for a new application for

registration.

1. Subject of submission - Check the applicable block and provide the Agency letter dete if appropriate. Provide a brief explanation of the purpose(s)
for the submission, such as "the addition of a site, pest or crop (specify)”; "amend the Confidential Statement of Formula by..."; "reregistration
submission”; "general labe! revision of use directions.” Attach a separate page if additional space is needed.

SECTION Ill (Packaging and Container information} - This Section must be completed for all applications submitted in connection with new
registration or applicable amendments.

1. Type of Packaging - Check the appropriate block if your product will be packaged in the indicated packaging types.

Indicate the size of the individual packets end number per retail container.

Type of Retail Container - Indicate type of container in which product will be marketed.

Location of Net Contents - Indicate the location of the net contents information for your product.

Size(s) of Retail Container - Specify the net contents of all retail containers for your product.

Location of Use Directions - Indicate the location of the use directions for your product.

Manner in which label is affixed to product - Indicated the method product label is attached to retail container.

LR

SECTION IV (Contact Point) - This Section must be completed for all applications for Registration actions, i.e., new products registration,
resubmission, "me-too," reregistration, etc. ’

1-5. Self-explanatory.
6. EPA Use Only.
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

‘,\ﬂou ANy

,,,
&
0,
 agenc?

2

OFFICE OF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES

I, Velma Noble, Product Manager/Team 31, Regulatory Management Branch 1, of the
Antimicrobials Division, Office of Pesticide Programs, Office of Prevention, Pesticides and
Toxic Substances, United States Environmental Protection Agency (“EPA”), certify the pesticide
product listed below is, of the date of this letter, a registered product under the Federal
Insecticide, Fungicide, and Rodenticide Act (FIFRA), as amended, and that as such, the product
may be sold and marketed in the United States of America as authorized and limited by FIFRA.
A true and correct copy of the product label approved by EPA is attachied to accompany this
letter.

Registration of this product with EPA also denotes that the registrant listed below is responsible
for ensuring full compliance with all laws of the United States of America, or governing
jurisdiction, regarding the sale, storage and/or disposal of the product. Further, the recipient

of this letter is on notice that the status of the referenced registration and/or the accompanying
label may change subsequent to date of this letter. EPA assumes no responsibility to notify the
recipient of this letter of any change in the status of the registration and/or the product label for
the product listed below.

EPA has issued a registration number for the product listed below to:

BioShield Technologies. Inc.

4405 Technologies, Inc.

4405 International Boulevard, Suite B109
Norcross, Georgia 30093 ‘

EPA Registration Number:
70871-12

Name of Product
BSTI-1860

Date
Official Agency Seal

Intemet Address (URL) ¢ http://iwww.epa.gov 175

Recycled/Recyclable « Printed with Vegetabie Oif Based inks on Recycled Paper (Minimum 20% Postconsumer)
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SciReg, Inc.

Science and Regulatory Consultants

April 19,2000

Ms. Velma Noble
Product Manager 31
Document Processing Desk (7510W)
Office of Pesticide Programs (AMEND)
U.S. Environmental Protection Agency
"Room 266A, Crystal Mall 2
1921 Jefferson Davis Highway
Arlington, VA 22202-4501

Re: Certification of registration (“Gold Seals) for BSTI 1860 (EPA Reg. No. 70871-12)
Dear Velma:
As per your instructions, accompanying this letter is EPA Form 8570-1 in which
BioShield Technologies, Inc. requests the certification of the registration of their
manufacturing-use product, BSTI 1860 (EPA Reg. No. 70871-12). BioShield requests
five (5) complete “Gold Sealed” certifications of registration.

Sincerely,

ot Jlrd o

Hale Vandermer, Ph. D.
Sr. Regulatory Specialist

Enclosure

12733 Director’s Loop, Woodbridge, VA 22192
Telephone: (703) 494-6500 Facsimile: (703) 492-6600
www.SciReg.com 176




Please read instructions on reverse before completing form. Form Approved. OMB No. 2070-0060 Approval Expires 5-31-98

. - e United States D Registration OPP |dentifier Number
. EP A Environmental Protection Agency ]Z[ Amendment
Washington, DC 20460 D Other
Application for Pesticide - Section |
1. Company/Product Number 2.  EPA Product Manager 3. Proposed Classification
Velma Noble
70871-12
3. Company/Product (Name) PMi# .
BSTI-1860 31 &None D Restricted

5. Name and Address of Applicant (include ZIP Code)

BioShield Technologies, Inc. . Expedited Review. in accordance with FIFRA Section 3 (c) (3)

(b) (i), my product is similar or identical in composition and labeling

4405 Intemational Boulevard, Suite B109 to:
Norcross, GA 30093 EPA Reg. No.
DCheck if this is & new address Product Name:
Section - |
@ Amendment - Explain below. D Final printed labels in response to
‘___I Resubmission in response to Agency letter dated ‘___I “Me Too” Application.

5 Notification - Explain below. D Other - Explain below.
P

lanation: use additional Page(s) if necessary. (For section | and Section l)

We are requesting five (5) letters (gold sealed) certifying that BSTI-1860 (EPA Reg. No. 70871-12) is registered with EPA.

Section -1l

1. Material This Product Will Be Packaged In:

ChidR Unit Packaging Water Soluble Packaging 2.  Type of Container
ild-Resistant Packagin
‘___I y ang Yes Yes g Metal
es* Plastic
= [ [ s
No If“Yes” No. per If “Yes” No. Per sS
. . . Unit Packaging wgt. Container Unit Package wgt. Container D Paper
Certification must (] other (specity),
be submitted
3. Location of Net Contents Information 4.  Size(s) Retail Container 5. Location of Label Directions
! On Label
' Label D Container D On Labeling accompanying product
6. Manner in Which Label is Affixed to Product [:I Lithograph

D Paper glued D Other
D Stenciled

Section -1V

1. Contact Point (Complete items directly below for identification of individual to be contacted if necessary to process this application.)

Name Title Telephone No. (Include Area Code)
Hale Vandemmer, Ph.D. Sr. Regulatory Specialist, SciReg, Inc. (703) 494-6500 e2ee
(Aggnt) seoe
Certification 6. Datg Application
| certify that the statements which | have made on this form and all attachments are true, accurate and complete. me?gtam ped)
| acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisonment or P *
both under applicable law. 3 . teete
2. Signature 3. Title seecve .
Sr. Regulatory Specialist, SciReg, Inc. (Agent) Tt e e,
4. Typed Name 5. Date Lese. seee
Hale Vandermer, Ph.D. Aprit 19, 2000 corve. .
(X XX ]
L4 s . . Ld
000
L]
(X XN ]

177




SciReg, Inc.

Science and Regulatory Consultants

February 25, 2000

Ms. Velma Noble

Product Manager 31

Antimicrobials Division (7510W)
Office of Pesticide Programs

U.S. Environmental Protection Agency
Document Processing Desk

Room 266A, Crystal Mall 2

1921 Jefferson Davis Highway
Arlington, VA 22202-4501

Re: BSTI 1860 (EPA Reg. No. 70871-12)
Dear Ms. Noble:
On behalf of BioShield Technologies, Inc., SciReg, Inc. is submitting two copies of the
final printed label for BSTI 1860. All changes requested in the registration notice dated
February 16, 2000 and your letter to me, dated February 24, 2000, have been made to the
label.
If you should have any questions or comments regarding the label, please call.

Sincerely,

SN QM

James S. Damico

President
Enclosure
'NOT REVIEWED . .:.:'E
In Accordence with PR Notice 8202 .
Based On Draft Labeling Dated
12733 Director’s Loop, Woodbridge, VA 22192
Telephone: (703) 494-6500 Facsimile: (703) 492-6600 178

www.SciReg.com
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

page 3

EPA Reg. No. 70871-12

A stamped copy of the label is enclosed for your records.
Submit one (1) copy of the final printed label prior to the
release of the product for shipment.

If you have any questions concerning this letter, please
contact Tracy Lantz at (703) 308-6415.

Sincerely,

/@/;v%%

Velma Noble

Product Manager 31

Regulatory Management Branch 1
Antimicrobial Division (7510C)

Enclosure (stamped label)
7510C:T.Lantz:2/15/00:70871-12

CONCURRENCES
5¥“B°L . r sasvdssfoasreme LA T LLLETY asjsnnan . L -
T B S EEE L sssssssvsssshesnasssnns
WIRNANE 2 y ssnne wensa L SRl AL LL AR LTS P A e PR AL RE LD LA e DAL LIS St bl it ld kbbb iooietotddnd
DATE 3 I _1]86
s OFFICIAL FILE COPY
EPA Form 1320-1A (1/90) Printed on Recycled Paper
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In this submission, the registrant has responded to comments made in an
Agency letter dated 10/28/99. More specifically, registrant addressed all chemistry
related comments made in the 9/30/99 Chemistry Review and which were cited in
the Agency letter.

The following documents were submitted and examined in the chemistry
review of this submission: agent’s cover letter dated November 18, 1999, Basic
Formulation CSF dated 11/17/99, Product Chemistry Data for Guidelines 61, 62
and 63 (MRID # 449724-01) and revised product label dated 11/18/99. Also
examined in completing this review was jacket file # 70871-RE.

FINDINGS:

1.All of the deficiencies noted in the prior review have been adequately
addressed. More specifically:

a. the requirements of PR Notice 91-2 were satisfied. The nominal
concentration of the active ingredient given in the Basic Formulation CSF agreed
with the percentage declared on the label. The CSF and label declaration for the

active ingredient was changed from 72% to 71.2%.

b. all active and inert ingredients utilized in the formulation have been
appropriately identified as to their functionality.

c. Upper and lower certified limits for both the active and inert ingredients
are acceptable.

2.Product Chemistry Data package has been updated to reflect all needed
corrections.

3.All other elements of the CSF were acceptable.
RECOMMENDATIONS:

This re-submission of a new product registration, covering BioShield BSTI
1860, is accepted.

12/29/99 AT

192



193



194



o)
&do 7 asn euidug fovaby uoisiaa saded Auo pgRS Agepese suCISIan Jade 4 PUE JWLOIPIY ] (£6°6) S£-0458 Wa 3 FCEIRY .,Jw
rf/w;i (quaby) "oul ’beyros ’Juapisaid Ojnl/w/ifun M., T SO “X m s
_ ~
aeq oD2TWe °S Sa3wepr amj pue aweN E:.mc% %
=3
-
N
-
w
~J
©®
w
s
w
N
[}
)
)
)
" 0oTeN T1e-2319)y
O
. s1bay Hﬂdlvuﬂum
Add “J30SSY ‘nueR "wIIyd ITe-931o o
. ) =
MON sas RpwQns J/aqunN QN ’ aweN ApS auromng J3QUINN VWARNFY Iugopng W
PTG > 7T IRPAE \§u\m\§\@\u§\3~&§ (77 15AARTA 14T) g wopasa
t600t VY9 "SSOIJION
0991 IISap0oild 23TNS ‘preasfnog TeUOTIRUXBIUT GObY
pRpalyg *ouIl ‘satbofouyoal PTITYSOTH Ssappy P aweN spejsiboys uespddy
A A
7 P 7= AU~ LLBOL 1oqwAS apron BoY vd3 by mi/// areQ
XNHLIVIN Yiva
. . At . ‘SSRIPPE SIYT O) WD) Y PUIS
lou oO: nww.EN 20 'volbuiysean “M'S 19918 W LOv Auaby ronaaioud eIsAWUONAUT SN (LE17Z) LaSING Wawabeueyy uogRuG] 3440 T10PaIQ Ol uapng 3y Budnpar o) suoisabbns Bupnpw .cwv:ME“”:oE_
10 UQIR3I00 y) Jo padse Eﬁo.b..m 40 ANEwNIsa uapmq dyi Bupre 63 siUIWWOD puag suuoy AesSSaooU 3y Gunaidwoo pue suoiprugsul sy buipeas 10; aum n.E.v:_up_ ‘SN PR prevey __mnvuaw pue r_oamwzw_mvw_ok.
40} Fsuodsal sad suinoy §2'Q pue Sapape voness:6a2 40 3suodsay 13d N0y 5z°0 Besane 0) paewNSa B UMELLOMA (0 OITIQI0D DY)\ Ky, YARING mc_:oaﬁ Sa:w E » ...333... oy roau:vaz fof&ma
' ] f ! 1
>
09v0Z "2°0 'NOIONIHSYM i
"M'S 19941S IN L OV \\um "J .
AINIODV NCILDILONd IV
Q900 0£04 VM () pasoidy wna | N ININNOHIANT S3LVLS J3LNO »/A...!n\, ’

| @




NOTE TO THE JACKET

70871-RE

2/15/00

[ explained to Hale Vandermer yesterday that I felt the Data Comp form
should be completed as “selective with Cite-All option” since BioShield had
provided some of there own data (Chemistry). Hal did not agree with this. I
put a call in to Mark Dyner at OGC and he replied to me that the preferable
way for them to complete the form is “selective with Cite-All option™”. If they
go only “Cite-All” then they are not precluded from paying other companies
for chemistry data even though they have supplied their own. This in effect
could cost them more money. I conveyed all of this information to Hale and
advised him to make BioShield aware of the consequences of using this
option. As can be seen from Hale’s Fax they insist on using the “Cite-All”
option exclusively.

g
Tracy Iantz
Team 31
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Form Approved OMB No. 2070-0060

o UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
N 401 M Street, S.W.
WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 1.25 hours per response for registration
and 0.25 hours per response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send
comments regarding burden estimate or any other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE
Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460.

Do not send the completed form to this address.

Certification with Respect to Citation of Data

Applicant's/Registrant's Name, Address, and Telephone Number( 703)494-6500, Agent | EPA Registration Number/File Symbol
Bioshield Technologies, Norcross, GA 30093 70871 -RE

Active Inoreqient(s) and/or representative test compound(s) Date
3-(trimethoxysilyl) propyldimethyl octadecyl '‘am.chl. \ \ '} \C\C\

General Use Pattern(s) {list all those claimed for this product using 40 CFR Part 158) Product Name
materials preservative BSTI 1860

NOTE: If your product is a 100% repackaging of another purchased EPA-registered product labeled for all the same uses on your label, you do not need to
submit this form. You must submit the Formulator's Exemption Statement (EPA Form 8570-27).

| am responding to a Data-Call-in Notice, and have included with this form a list of companies sent offers of compensation (the Data Matrix form should
be used for this purpose).

SECTION I: METHOD OF DATA SUPPORT (Check one method only)

| am using the cite-all method of support, and have included with this form | am using the selective method of support (or cite-all option
E] a list of companies sent offers of compensation (the Data Matrix form D under the selective method), and have included with this form a
should be used for this purpose). completed list of data requirements (the Data Matrix form must be
used).

SECTION Il: GENERAL OFFER TO PAY

[Required if using the cite-all method or when using the cite-all option under the selective method to satisfy one or more data requirements]

| hereby offer and agree to pay compensation, to other persons, with regard to the approval of this application, to the extent required by FIFRA.

SECTION Ill: CERTIFICATION

| certify that this application for registration, this form for reregistration, or this Data-Call-In response is supported by all data submitted or cited in the
Qlication for registration, the form for reregistration, or the Data-Call-In response. In addition, if the cite-all option or cite-all option under the selective method is

icated in Section I, this application is supported by all data in the Agency's files that (1) concem the properties or effects of this product or an identical or
substantially similar product, or one or more of the ingredients in this product; and (2) is a type of data that would be required to be submitted under the data
requirements in effect on the date of approval of this application if the application sought the initial registration of a product of identical or similar composition and
uses .

| certify that for each exclusive use study cited in support of this registration or reregistration, that | am the original data submitter or that | have obtained
the written permission of the original data submitter to cite that study. :

| certify that for each study cited in support of this registration or reregistration that is not an exclusive use study, either: (a) | am thd ouigifa) data
submitter; (b) | have obtained the permission of the original data submitter to use the study in support of this application; (c) all periods of eligtbility for
compensation have expired for the study; (d) the study is in the public literature; or (e) | have notified in writing the company that submitted the stud! gnd have
offered (1) to pay compensation to the extent required by sections 3(c)(1)(F) and/or 3(c){2)(B) of FIFRA,; and (ii) to commence negotiations toddeletmine the
amount and terms of compensation, if any, to be paid for the use of the study. . seee
[ )

L
| certify that in all instances where an offer of compensation is required, copies of all offers to pay compensation and evidence of tl':eircde;very in vooe

accordance with sections 3(c)(1)(F) and/or 3(c)(2)(B) of FIFRA are available and will be submitted to'the Agency upon request. Should | failto produce such
evidence to the Agency upon request, | understand that the Agency may initiate action to deny, cancel or suspend the registration of my prody&n, Eapformity with®

FIFRA. ee » sese
. (XXX
| certify that the statements | have made on this form and all attachments to it are true, accurate, and complete. | acknogvledge that any
knowingly false or misleading statement may be punishable by fine or imprisonment or both under applicable law. ®etee’
L ] [ X ]

]
Signature D Date Typed or Printed Name and Title ****
Ms S \\\\%!‘(C\ James S. Damico (Agent)

EPA-Enm#’ 8570-34 (3-97) Electronic and Paper versions available. Submit only Paper version.
198
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One copy of the PPC diagnosis and one copy cf the annotated biblograpty are

provided for your files. The PPC has already mailed out the submitter’s copies
of the two documents.

Thisis a PARTIALLY ACCEPTED / COMPLETELY REFECTED




‘

NOV 19 jo0g

U.S. ENVIRONMENTAL PROTECTION AGENCY
Office of Pesticide Programs

BIOSHIELD TECHNOLOGIES, INC.
4405 INTERNATIONAL BLVD.
SUITE B109 ‘

NORCROSS, GA 30093

Report of Analysis for Compliance with PR Notice 86-5

, Thank you for your transmittal of 11/18/99. Our staff
has completed a preliminary analysis of the material. The results are
- provided as follows: '

Your submittal was found to be in full compliance with
the standards for submission of data contained in PR
. Notice 86-5. A copy of your bibliography is enclosed,

; annotated with Master Record ID’s (MRIDs) assigned to
each document submitted. Please use these numbers in
all future references to these documents. Thank you for
your cooperation. If you have any questions concerning
this data submission, please raise them with the
cognizant Product Manager, to whom the data have been
released.
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d. The manufacturing process description only peripherally discusses the starting
materials and the chemistry of the reaction in forming the active ingredient,
TPOA. Detail is also lacking to better understand the kinetics of the reaction in
Jforming TPOA and the impurities formed as a result of the reaction. Impurities
introduced via the starting materials will also need to be identified and
quantified. All impurities present at 0.1% or greater must be disclosed.

The manufacturing process description and discussion of impurities have been
modified to provide more detail [see Volume 2 of this submittal; this volume
supercedes Volume 2 from the original submittal (MRID No. 44885901)].

2. Data present in the Product Chemistry Data Package does [not] support a 72%
nominal concentration for TPOA as shown in the CSF and declared on the product
label. Per analytical data provided, the expected concentration or nominal
concentration of the active ingredient, 3-(trimethoxysilyl) propyldimethyl octadecy!
ammonium chloride or TPOA, is 70.8% or 71%. '

Our calculations show that the average concentration based on analysis of six batches
1s 71.15%, or 71.2% (see MRID No. 44876601). The label and CSF have been
revised to reflect the expected nominal concentration.

3. Your certified limits for the active ingredient and impurities (other ingredients) are
significantly wider than those suggested in the EPA guidelines for Certified Limits,
CFR 40 158.175. Provide an explanation and data in support of the upper and lower
limits given in the Basic Formulation CSF.

The nominal concentrations and certified limits of the active and other ingredients
have been changed on the CSF to more accurately reflect the concentrations and
limits determined during the conduct of the preliminary analysis study (MRID No.
44876601). '

4. Review of the following Study Titles showed them to be satisfactory and complete,
adhering to GLP’s and OPPTS Test Guidelines: Stability to Normal and Elevated
Temperatures, Metals, and Metal lons; Boiling Point/Boiling Range, Preliminary
Analysis and Physical and Chemical Properties for Color, Physical State, Odor
Flammability, Density, Viscosity, pH were also acceptable.

No response required.
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Toxicity Labeling seee

Provided you are able to show that ybur product is substantially similar to 64881-3 the
Jfollowing acute toxicity profile will be assigned to this product:

Acute Oral v

Acute Dermal I

Acute Inhalation 1

Primary Skin i

Primary Eye 1

Dermal Sensitization Non-Sensitizer

Based on the above acute toxicity profile, and the fact that this product includes 12%
methanol, make the following revisions in accordance with the Label Review Manual.

1. The word “"POISON” must appear in Red on a contrasting background.

A note has been added to the revised draft label indicating that the word “poison” will
appear in red on a contrasting background when the final label is generated.

2. The signal word “DANGER” must appear on a separate line in the center panel as
well as in the “Precautionary Statements” section of the label.

The Label Review Manual requires that the signal word be on a separate line from the
child hazard statement (i.e., “keep out of reach of children”). The label originally
submitted with the application complied with this requirement. Therefore, no
changes have been made. We are unaware of any EPA regulations or guidelines that
require or recommend:

a. Listing “danger” on a separate line from “poison” (see Dow Corning 5772 label
and numerous other EPA-approved labels where both words are on the same line).

b. Listing “danger” on a separate line in the “Precautionary Statements” section (see
Dow Coming 5772 label and numerous other EPA-approved labels).
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Precautionary Statements

1. Revise the statement ‘“‘Wash thoroughly with soap and water after use.” to read
“Wash thoroughly with soap and water after handling.”

The statement has been changed on the revised draft label.

2. Reformat such that the final sentence of this section is the following: “Remove
contaminated clothing and wash clothing before reuse.”

The label has been reformatted in accordance with your request.

Statement of Practical Treatment

The statements contained in this section appear to be appropriate. Reformat this section
such that all of the following bolded subheadings begin at the left margin.

IF IN EYES:

IF INHALED:

IF SWALLOWED:
IF ON SKIN:

There appears to be no requirement in EPA’s regulations or guidelines for placing these
subheadings at the left margin. Due to space considerations on the label, BioShield
wishes to keep the statements in their present format. The headings are in all-capitals and
are bolded to make them very apparent and clear to the user of the product.

Data Compensation and Data Matrix

Submit a revised Certification with Respect to Citation of Data form. Identify the use
pattern for this product as “materials preservatives” and check the box for selective
method of support with cite-all option. The present form incorrectly lists the cite-all
option only.

You have provided some of the necessary product chemistry required to support this
registration and if you can provide further information to the Agency to show that your
product is substantially similar to 64881-5, the “cite-all” option may be used to support
the other data requirements (acute toxicity and generic data) for this product.
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The Certification with Respect to Citation of Data form has been modified to indicate the
use pattern is “materials preservatives.” BioShield, however, is not relying on the
selective method of support or the “selective cite-all” option. They have submitted their
own product-specific chemistry to demonstrate similarity to the Dow/Aegis product, but
are relying on all other data in EPA’s files which would typically be required to register a
product of this sort. Letters indicating that BioShield is pursuing the cite-all option and
offering to pay compensation have been sent to the appropriate companies listed on the
Data Submitters List.

As per PR Notice 98-5, provide the Agency with a Public File copy of your Data Matrix.
Also revise the Agency copy of the Data Matrix to include the Determination of Stability
Study as well as all appropriate MRID numbers.

The Data Matrix has been updated to include the appropriate MRID numbers and the
stability study. Additionally, a Public File copy is enclosed.

Container Sizes

Your Application for Pesticide form lists several small container sizes for marketing of this
product. The 8, 16, 22, and 64-ounce sizes are inappropriate. This product is to be used to
Jformulate into end use products and is thus a manufacturing use product, it is not an end use
product itself. If you intend for this to be an end use product, this label must have *Directions
Jor Use.” Your product cannot be both a manufacturing product and end use product.

The 8, 16, 22, and 64-ounce sizes have been removed from the application form.

Label Comments

Your proposed label must be brought into compliance with today's standards. Thus the
Jollowing revisions are required.

1. Revise your “Storage and Disposal” statements as follows:

a. Change “Storage” to read "Pesticide Storage.” Your product 70871-2 includes
specific instructions as to the appropriate temperature for the storage of the
product. Indicate the same information here or explain why you feel this type of
storage information is no longer appropriate.

The heading has been changed to “Pesticide Storage™; however, the text following
the heading remains the same. Product 70871-2 is a significantly different
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formula from BSTI 1860 and, therefore, it is not unreasonable to have differéh:t' :
storage conditions. BioShield feels that the conditions specified on the draft BSTI
1860 label are sufficient to ensure the integrity of the product.

b. Change “Disposal” to read “Pesticide Disposal.” Revise this section to read
exactly as follows: .
“Pesticide wastes are toxic. Improper disposal of excess pesticide, spray mixture,
or rinsate is a violation of Federal Law. If these wastes cannot be disposed of by
use according to the label instructions, contact you State Pesticide or
Environmental Control Agency, or the Hazardous Waste representative at the
nearest EPA Regional Office for guidance.”

The requested changes have been made to the revised draft label.

¢. Revise your “Container Disposal” statement to include a statement for glass as
per PR Notice 83-3.

The draft label was revised to include the statement for glass.
2. Revise your “Physical or Chemical Hazards” statement as follows:

a. Revise to state that product is “Flammable” instead of “Combustible.”
b. Include the flammable liquid symbol and identifier of the component methanol
exactly as it appears on the second page of the label for 64881-5.

On behalf of BioShield, Springborn Laboratories conducted a flammability test of
BSTI 1860 (see MRID No. 44876603). The flash point was determined to be
93.02 °F. In accordance with 40 CFR 156.10 and the Label Review Manual, non-
pressurized containers of products that have flash points between 80 °F and

150 °F must be labeled as follows:

“Combustible. Do not use or store near heat or open flame.”
3. On the center panel revise the phrase “For Formulating Antimicrobial Agents,
Disinfectants, Sanitizers, Microbiocides, Microbiostatic Agents, Fungistatic Agents,
Deodorizers” to read exactly as follows: “For Formulating Microbiostatic Agents,

Fungistatic Agents, Deodorizers.”

The draft label was revised.
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4. The following statement must be included on this label: For Manufacturing Use ... .°
Only

The draft label was revised.

5. Revise the first statement under “Approved Uses” to read as follows:
“(NEW PRODUCT NAME) is approved for use in formulating microbiostatic agents,
fungistatic agents, and deodorizers for use in laundry additives, carpet, upholstery
and drapery treatment products.” All other uses in this statement must be deleted.

The draft label was revised.

6. Revise the second statement under “Approved Uses” to read as follows:
“(NEW PRODUCT NAME) may be used for incorporation into and treatment of the
Jollowing substrates to impart bacteriostatic/fungistatic activity.” The phrases
“broad spectrum” and “antimicrobial protection’ are inappropriate for use on the
label of this product.

The draft label was revised.

7. On the second page delete the following phrase associated with socks:
“Provides residual self-sanitizing activity against athlete’s foot fungus (Trichophyton
mentagrophytes) on the sock, durable for up to 10 repeated washings: prevents 99.9
percent of the growth of athlete’s foot fungus on the sock;” '
These are end use directions and are thus not appropriate for a manufacturing use
product (MUP). MUP'’s do not include end-use directions. The formulator would be
required to supply data which supported this claim.

The draft label was revised.

8. The Agency has considered your phone call requesting to add the site concrete. It
appears that you may add the site concrete if it is qualified for use only in sewer pipes.
Your label must further specify that yowr product may not be used to treat storm drains
due to environmental concerns regarding whether this product may leach into open water.

The draft label was revised to include the sewer concrete use and a statement has been
added specifically indicating that concrete for storm drains should not be treated.

We thank you for your review of the BSTI 1860 application; We hope and trust that this
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letter and the accompanying submittal appropriately respond to your concerns; howeve.; ++
if you should have any questions or comments regarding the letter and submittal, please

call me directly.

Enclosures

Sincerely,

James S. Damico
President
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TRANSMITTAL DOCUMENT

Submitter
BioShield Technologies, Inc. SciReg, Inc.*
4405 International Blvd., Suite B109 12733 Director’s Loop
Norcross, GA 30093 Woodbridge, VA 22192

*'SciReg, Inc. is the authorized agent for BioShield Technologies, Inc.

Regulatory action in support of which this package is submitted

BSTI 1860 (EPA File Symbol No. 70871-RE): respo;lse to EPA letter dated October 28,
1999 (Noble to Damico)

Transmittal Date

November 18, 1999

Contents
Vol.1 Administrative Materials
Vol.2 BSTI 1860: Product Identity and Disclosure of Ingredients, Description of
Beginning Materials and Manufacturing Process, and Discussion of the

Formation of Impurities (OPPTS 830.1550, 830.1620, 830.1670; Guidelines
44972401 411 61-2, 61-3)

Company Official: James S. Damico E}j:;mos-g - Q»M,\s

Company Name: SciReg, Inc.

Company Contact: James S. Damico  (703) 494-6500

((((((
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nnnnn




Please read instructions on reverse before completing form. Form Approved. OMB No. 2070-0060 Approval Expires 5-31-98

United States & Registration OPP Identifier Number
. EP A Environmental Protection Agency [[] Amendment
Washington, DC 20460 D Other
Application for Pesticide - Section |
1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification
Velma Noble
70871-RE
3. Company/Product (Name) PM# N .
BioShield BSTI 1860 31 Dvone [ ] Restictea
gi(g:m‘g?"?\ A?dr_essl of Applicant (Include ZIP Code) 6. Expedited Review. In accordance with FIFRA Section 3 (c) (3)
ield Technologies, Inc. . e X DR - .
4405 Interational Boulevard, Suite B109 Eb) (i), my product is similar or identical in composition and labeling
Norcross, GA 30093 0
EPA Reg. No. 64881-5
[ Jcneck it this is a new address Product Name:  AEM 5772 Antimicrobial MUP
Section - |
D Amendment - Explain below. D Final printed labels in response to
D Resubmission in response to Agency letter dated & “Me Too" Application.
Notification - Explain below. D Other - Explain below.

Explanation: Use additional Page(s) if necessary. (For section | and Section Ii)
Application for Me-Too manufacturing use product registration.

Section - Il

1. Material This Product Will Be Packaged In:

Unit Packaging Water Soluble Packaging 2. Type of Container
Child-Resistant Packagin
e ging Yes D Ves %Metal
es” Plastic
N No
Xne X X 5 e
If “Yes No. per If “Yes No. Per D
,, g e Unit Packaging wgt. Container Unit Package wgt. Container Paper
Certification must [] other (specify)
be submitted
3. Lacation of Net Contents Information 4. Size(s) Retail Container 5. Location of Label Directions
1 dal., 5 gal., 55 gal, 300 gal. S on Label
ﬁ Label ':I Container D On Labeling accompanying product
6. Manner in Which Label is Affixed to Product & Lithograph

@ Paper glued ':I Other
D Stenciled

Section - IV

1. Contact Point (Complete items directly below for identification of individual to be contacted if necessary to process this applicgtion.)e

Name Title Telephone No. (JtLY48 Area Code)
James S. Damico President, SciReg, Inc. (Agent) (703) 494-6500
Certification 6s@ate Application
| certify that the statements which | have made on this form and all attachments are true, accurate and complete. Rec.elved cooe
| acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisonment or R .(Stamp?f) o
both under applicable law. secces
2. Signature 3. Title . secese
e o o0
g gl,\’\_;-\'\ President, SciReg, Inc. (Agent) ¢ o0 ¢ . ¢ YY)
-~ — . .
o o000 0O
Typed Name 5. Date e oo
e o L ]
James S. Damico ’ \ \\ \%\C‘\C\ soee
EPA Form 8750-1 (Rev. 8-94) Previous editions are obsolete White - EPA File Copy (original) e o “YBllow - Applicant Copy
[ XN X ]
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RECOMMENDATIONS:

This application for a new product registration is not acceptable.
Registrant must provide supplemental information detailing the chemistry in the
formation of the active ingredient and all impurities present in the finished
product. An explanation and supporting data as to the use of a 72% nominal
concentration for TPOA in the CSF is also requested. Additionally, registrant
should provide basis for the upper and lower limits utilized.

9/30/99 AT
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10/22/99

PC CODE PERCENT

107401 42.0000

REFERENCE FILES SYSTEM PAGE 1
Product Formulation Data
34292-1 DOW CORNING 5700

CHEMICAL NAME 488~

3-(Trimethoxysilyl)propyl dimethyl octadecyl ammonium
chloride

(4033’524)!\ , ?
At Submided Lor +hiS

hous g~ V“@L4%Wrﬁl
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Date: 10/22/99

Company Number:

PC Code:

Site Code:

Pest Code:
Product Mngr:
Form Code:

. Product Type:
Toxicity:

Prod Case:

Prod Status:
Restricted Use:
From Date:

Total Products:

All

107401

All
All
All
All
All

All

REFERENCE FILE REPORTS SYSTEM
PRODUCT REPORT

SELECTED CRITERIA

3- (Trimethoxysilyl) propyl dimethyl octadecyl
ammonium chloride

From Pct. - 5.0000 To Pct. - 99.0000

SECTION 3

ACTIVE

ALL PRODUCTS

/o

6

To Date: / /

238
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Date: 10/22/99 REFERENCE FILE REPORTS SYSTEM Page:

REGISTRANT

PRODUCT REPORT

ACTIVE PRODUCT REGISTRATIONS for SECTION 3

REGISTRANT NAME AND ADDRESS

064881 AEGIS ENVIRONMENTAL MANAGEMENT INC
3106 SWEDE AVENUE

MIDLAND, MI

486423843

REGISTRATION PRODUCT NAME

064881-00001 AEM 5700 ANTIMICROBIAL

STATUS:
APPROVAL DATE:
LABEL DATE:
PROD MNGR:
TOXICITY:
FORM CODE:
RESTRICT USE:
PROD TYPE:
PROD TYPE:
PROD TYPE:
PROD TYPE:

A Active

01/23/97

99/02

31 Velma Noble

1 Danger

15 Soluble Concentrate
NO

22 Disinfectant

29 Fungicide/Fungistat
31 Fungicide

41 Algaecide

ACTIVE INGREDIENT INFORMATION

107401 42.0000 3-(Trimethoxysilyl)propyl dimethyl

octadecyl ammonium chloride

REGISTRATION PRODUCT NAME

064881-00002 AEM 5772 ANTIMICROBIAL

STATUS:
APPROVAL DATE:
LABEL DATE:
PROD MNGR:
TOXICITY:

FORM CODE:
RESTRICT USE:
PROD TYPE:
PROD TYPE:
PROD TYPE:

A Active

01/23/97

99/02

31 Velma Noble

1 Danger

15 Soluble Concentrate
NO

24 Bacteriostat
31 Fungicide
41 Algaecide

ACTIVE INGREDIENT INFORMATION

107401 72.0000 3-(Trimethoxysilyl)propyl dimethyl

octadecyl ammonium chloride
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Date: 10/22/99 REFERENCE FILE REPORTS SYSTEM Page:

PRODUCT REPORT
ACTIVE PRODUCT REGISTRATIONS for SECTION 3

REGISTRANT REGISTRANT NAME AND ADDRESS

\
|
| 064881 (Cont . )
\
|

REGISTRATION PRODUCT NAME

064881-00003 AEGIS ANTIMICROBIAL

STATUS: A Active
APPROVAL DATE: 01/23/97
LABEL DATE: 99/02
PROD MNGR: 31 Velma Noble

TOXICITY: 1 Danger

FORM CODE: 15 Soluble Concentrate
. RESTRICT USE: NO

PROD TYPE: 24 Bacteriostat

PROD TYPE: 31 Fungicide
PROD TYPE: 41 Algaecide

ACTIVE INGREDIENT INFORMATION
107401 42.0000 3-(Trimethoxysilyl)propyl dimethyl
octadecyl ammonium chloride

REGISTRATION PRODUCT NAME

064881-00005 AEM 5772 ANTIMICROBIAL MUP

STATUS: A Active
APPROVAL DATE: 01/23/97

‘ LABEL DATE: 99/02
PROD MNGR: 31 Velma Noble
TOXICITY: 1 Danger

FORM CODE: 02 Formulation Intermediate
RESTRICT USE: NO

PROD TYPE: 23 Sanitizer

PROD TYPE: 24 Bacteriostat

PROD TYPE: 31 Fungicide

PROD TYPE: 41 Algaecide

ACTIVE INGREDIENT INFORMATION

107401 72.0000 3-(Trimethoxysilyl)propyl dimethyl
octadecyl ammonium chloride
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Date: 10/22/99 REFERENCE FILE REPORTS SYSTEM Page:

PRODUCT REPORT

ACTIVE PRODUCT REGISTRATIONS for SECTION 3

REGISTRANT REGISTRANT NAME AND ADDRESS

070871 BIOSHIELD TECHNOLOGIES, INC
4405 INTERNATIONAL BLVD - STE B109

NORCROSS, GA

30093

REGISTRATION PRODUCT NAME

070871-00001 BIOSHIELD AM 500

STATUS :

APPROVAL DATE:

LABEL DATE:

PROD MNGR:

TOXICITY:

| "' FORM CODE:
RESTRICT USE:
PROD TYPE:
PROD TYPE:
PROD TYPE:
PROD TYPE:

A Active

10/13/98

98/10

31 Velma Noble

2 Warning

15 Soluble Concentrate
NO

24 Bacteriostat

28 Microbicide/Microbistat
31 Fungicide

41 Algaecide

ACTIVE INGREDIENT INFORMATION

STATUS :
APPROVAL DATE:
LABEL DATE:
PROD MNGR:
TOXICITY:
FORM CODE:
RESTRICT USE:
PROD TYPE:
PROD TYPE:
PROD TYPE:
PROD TYPE:

107401 05.0000

3-(Trimethoxysilyl)propyl dimethyl
octadecyl ammonium chloride

REGISTRATION PRODUCT NAME

070871-00002 BIOSHIELD AM 500 I

A Active

10/13/98

98/10

31 Velma Noble

2 Warning

15 Soluble Concentrate
NO

24 Bacteriostat

28 Microbicide/Microbistat
31 Fungicide

41 Algaecide

ACTIVE INGREDIENT INFORMATION

107401 05.0000

3- (Trimethoxysilyl)propyl dimethyl
octadecyl ammonium chloride
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Date: 10/22/99 REFERENCE FILE REPORTS SYSTEM Page:
PRODUCT REPORT
SELECTED CRITERIA

Company Number: All

PC Code: 107401 3-(Trimethoxysilyl)propyl dimethyl octadecyl
ammonium chloride
From Pct. - 72.0000 To Pct. - 80.0000
Site Code: All
Pest Code: All
Product Mngr: All
Form Code: All
'Product Type: All
Toxicity: 1 Danger
Prod Case: SECTION 3
Prod Status: ACTIVE
Restricted Use: ALL PRODUCTS
From Date: / / To Date: /
Total Products: 2



SCﬁR@@Z ][HC, 449291-00

Science and Regulatory Consultants

September 21, 1999

Ms. Velma Noble
Product Manager 31
Antimicrobial Division (7510W)
Office of Pesticide Programs
U.S. Environmental Protection Agency
Document Processing Desk

. Room 266A, Crystal Mall2
1921 Jefferson Davis Highway
Arlington, VA 22202-4501

Re: Data in support of AMS 1860 (EPA Reg. No. 70871- )
Dear Velma:
Accompanying this letter is a study submitted in support of the registration of BioShield
Technologies’ AMS 1860 product. This study was inadvertently omitted from the
original application transmitted on July 19, 1999. The study provides evidence of the
stability of the product, and we request that it be reviewed with the balance of the data
previously submitted.
Thank you for your consideration.

Sincerely,

Pt Sonman—

Hale Vandermer, Ph.D.
Sr. Regulatory Specialist

Enclosure

|||||

12733 Director’s Loop, Woodbridge, VA 22192
Telephone: (703) 494-6500 Facsimile: (703) 492-6600 :
www.SciReg.com 243
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Submitter
BioShield Technologies, Inc. SciReg, Inc.*
4405 International Boulevard 12733 Director’s Loop
Suite B-109 , Woodbridge, VA 22192

Norcross, Georgia 30093

* SciReg, Inc. is the authorized agent for BioShield Technologies, Inc.

Regulatory action in support of which this package is submitted

Supplemental study for registration of new product: AMS 1860

Transmittal Date

September 21, 1999

Contents

44929101 Vvol. 1 AMS 1860: Determination of Stability at Normal and Elevated Temperatures and
in the Presence of Metals and Metal Ions

—
Company Official: James S. Damico %Aj_,__ﬁ.c;z > g\)\/\Ms,\)

. Company Name: SciReg, Inc.

Company Contact: Hale Vandermer _ (703) 494-6500
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SciReg, Inc.

Science and Regulatory Consultants

July 19, 1999

Ms. Velma Noble (PM 31)

Regulatory Management Branch I

Antimicrobial Division (7510W) 448766-00
Office of Pesticide Programs

U.S. Environmental Protection Agency

Document Processing Desk (APPL)

Room 226A, Crystal Mall 2

1921 Jefferson Davis Highway

Arlington, VA 22202-4501

Re:  BioShield AMS 1860
Application for “Me Too” Pesticide Registration

Dear Ms. Noble:

On behalf of BioShield Technologies, Inc., SciReg, Inc. is submitting a “me-too” application
for a new product, BioShield AMS 1860. The product is substantially similar to Aegis
Environmental Management’s AEM 5772 Antimicrobial MUP (EPA Reg. No. 64881-5).
AMS 1860 and AEM 5772 both contain the active ingredient 3-(trimethoxysilyl) propyl
dimethyl octadecyl ammonium chloride (TPOA; CAS # 27668-52-6). The uses for both
products are the same.

BioShield Technologies is submitting its own product chemistry and is relying on the cite-all
method of support for all other required data. Letters have been sent, by certified mail,
offering to pay compensation to all companies listed for TPOA on the current Data Submitters
List. If you should have any questions regarding this application, please call.

Sincerely,

SgD Sy

James S. Dannco
President

Enclosures

12733 Director’s Loop, Woodbridge, VA 22192
Telcphone (703) 494-6500 Facsimile: (703) 492-6600
www.SctReg.com

acu
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Submitter
BioShield Technologies, Inc. SciReg, Inc.*
4405 International Blvd., Suite B109 12733 Director’s Loop
Norcross, GA 30093 Woodbridge, VA 22192

* SciReg, Inc. is the authorized agent for BioShield Technologies, Inc.

Regulatory action in support of which this package is submitted

Registration of new product: AMS 1860

Transmittal Date

July 19, 1999

Contents

Vol.1 Administrative Materials

Reject (02) Vol. 2 Product Identity and Disclosure of Ingredients, Description of Beginning

Materials and Manufacturing Process, and Discussion of the Formation of
Impurities (Guidelines 61-1, 61-2, 61-3; OPPTS 830.1550, 830.1600,
830.1620, 830.1670)

“87660] Vol.3 AMS 1860 — Preliminary Analysis (Guideline 62-1; OPPTS 830.1700)

44876602 Vol.4 AMS 1860 — Certified Limits (Guideline 62-2; OPPTS 830.1750)

44876603 Vol.5 AMS 1860 — Product Chemistry Testing; Physical and Chemical Characteristics

Reject (06) vol. 6  AMS 1860 — Determination of the Boiling Point (Guideline 63-6; OPPTS

(Guidelines 63-2, 63-3, 63-4, 63-15, 63-12, 63-18, 63-7; OPPTS 830.6302,
830.6303, 830.6304, 830.6315, 830.7000, 830.7100, 830.7300)

[ L3

'''''' <

830.7220) R

[N

Company Official: James S. Damico \(— o< g \( - ).

Company Name: SciReg, Inc.

Company Contact: James S. Damico __ (703) 494-6500
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44885901

442376601
44876602

44876603

44385902

TRANSMITTAL DOCUMENT

Submitter
. BioShield Technologies, Inc. ' SciReg, Inc.*
4405 International Blvd., Suite B109 12733 Director’s Loop
Norcross, GA 30093 Woodbridge, VA 22192

* SciReg, Inc. is the authorized agent for BioShield Technologies, Inc.

Regulatory action in support of which this package is submitted

Registration of new product: AMS 1860

Transmittal Date

July 19, 1999

Contents

Vol.1 Administrative Materials

Vol.2  Product Identity and Disclosure of Ingredients, Description of Beginning
Materials and Manufacturing Process, and Discussion of the Formation of
Impurities (Guidelines 61-1, 61-2, 61-3; OPPTS 830.1550, 830.1600,
830.1620, 830.1670)

Vol.3  AMS 1860 — Preliminary Analysis (Guideline 62-1; OPPTS 830.1700)
Vol.4 AMS 1860 — Certified Limits (Guideline 62-2; OPPTS 830.1750)

Vol.5 AMS 1860 - Product Chemistry Testing; Physical and Chemical Characteristics
(Guidelines 63-2, 63-3, 63-4, 63-15, 63-12, 63-18, 63-7; OPPTS 830.6302,
830.6303, 830.6304, 830.6315, 830.7000, 830.7100, 830.7300)

3

Vol. 6 AMS 1860 — Determination of the Boiling Point (Guideline 63-6; OPPTS K

830.7220) L
Company Official: James S. Damico N oS g i\g ' ) ittt
Company Name: SciReg, Inc.

Company Contact: James S. Damico - (703) 494-6500
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SciReg, Inc.

Science and Regulatory Consultants

449291-00

September 21, 1999

Ms. Velma Noble

Product Manager 31

Antimicrobial Division (7510W)
Office of Pesticide Programs

U.S. Environmental Protection Agency
Document Processing Desk

Room 266A, Crystal Mali2

1921 Jefferson Davis Highway
Arlington, VA 22202-4501

. Re: Data in support of AMS 1860 (EPA Reg. No. 70871- )
Dear Velma:
Accompanying this letter is a study submitted in support of the registration of BioShield
Technologies’ AMS 1860 product. This study was inadvertently omitted from the
original application transmitted on July 19, 1999. The study provides evidence of the
stability of the product, and we request that it be reviewed with the balance of the data
previously submitted.
Thank you for your consideration.

Sincerely,

® e Mgl —

{ ' Hale Vandermer, Ph.D.
‘ Sr. Regulatory Specialist

Enclosure

12733 Director’s Loop, Woodbridge, VA 22192
Telephone: (703) 494-6500 Facsimile: (703) 492-6600
\ www.SciReg.com 250
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Suite B-109 Woodbridge, VA 22192

Norcross, Georgia 30093

* SciReg, Inc. is the authorized agent for BioShield Technologies, Inc.

Regulatory action in support of which this package is submitted

Supplemental study for registration of new product: AMS 1860

Transmittal Date

September 21, 1999

Contents

44929101 Vol. 1 AMS 1860: Determination of Stability at Normal and Elevated Temperatures and
in the Presence of Metals and Metal lons

—
Company Official:  _James S. Damico %:J_Wo; b-mw

. Company Name: SciReg, Inc.

Company Contact: Hale Vandermer (703) 494-6500

251




Material Safety W//////

Data Sheet BIO-SHIELD

BioShield Technologies Inc.

EMERGENCY TELEPHONE
800-424-9300 (CHEMTREC)

BiO'Shield AMS'1860 Date Issued: May 12, 1999

. SECTION 1. CHEMICAL PRODUCT IDENTIFICATION

Generic Description: Organosilane
Physical Form: Liquld
Color: Colorless to pale yellow
Odor: Alcoholic odor
NFPA Profile:  Health 2 Flammability 3 Reactivity 0

Note: NFPA = National Fire Protection Association

SECTION 2. OSHA HAZARDOUS COMPONENTS

[ A XX J
CAS Number Component Exposure Limits . : : ** .
LI
[N ]
000067561 Methy! Alcohol OSHA PEL (fing) yle) and ACGIH
. TLV-skin: TWZ4 208 ppm; ACQIH.
STEL 250 ppm. segess e “ed’
. . o000
002530872 Chloropropy! trimethoxysilane Guide: TWA 0.1eppms Also seo methyl
alcohol commentse e o o .
027668526 Octadecylaminodimethyltrimethoxysilyl None established. L
ammonium chloride coee
L] e
e o L ]
Comments: Methy! alcohol forms on contact with water or humid air. Provide adequate ventilation to contfol €xposures within

guidelines of OSHA PEL: TWA 200 ppm and ACGIH TLV-skin: TWA 200 ppm, STEL 250 ppm.

SECTION 3. EFFECTS OF OVEREXPOSURE
Acute Effects
Eve: Direct contact burns eyes with possible permanent injury, even blindness.

Skin: A single relatively short exposure (less than 24 hours) irritates. Repeated prolonged contact (24 to 48 hours) irritates
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seriously, may burn mildly. Overexposure by skin absorption may injure the following organ(s): Kidneys. Bladder.

Inhalation: Short vapor exposure may cause drowsiness, irritate nose and throat and cause injury to the following organ(s):
Liver. Kidneys. Bladder. Nervous system. Adrenals. Overexposure to vapor may cause blindness and nervous
system effects due to methyl alcohol poisoning.

Oral: If swallowed, blindness, even death may result due to methyl alcohol poisoning.

Repeated Exposure Effects

Skin: Overexposure by skin absorption may injure the following organ(s): Kidneys. Bladder.

Inhalation; Short vapor exposure may cause drowsiness, irritate nose and throat and cause injury to the following organ(s):
Liver. Kidneys. Bladder. Nervous system. Adrenals. Overexposure to vapor may cause blindness and nervous
system effects due to methyl alcohol poisoning.

Oral: If swallowed, blindness, even death may result due to methyl alcohol poisoning.

Special Hazards

This material contains the following components with the special hazards listed below .

Carcinogens

None Known

Teratogens

None Known
Mutagens
002530872 Chloropropyl Positive in the Ames Test;
trimethoxysilane Genetically Active in IN . : : :
VIVO Assay ces o
Reproductive Toxins *es
o00dee *
None Known T . es o
[ XXX N J : * [ N ) ¢
Sensitizers *ee’ eses
. L L]
[ X R NN J o000
None Known oo:oo. .
L] [ X J

* o L]

Comments: Chloropropyltrimethoxvsilane. was found to be genetically active via inhalation in a bone marrow mitfdrfucleus assay
(female rats exposed to 200 ppm/day for 28 days). In the same assay, no evidence. of genetic activity Was fdund in mice
exposed to 500, 1000 or 1625 mg/kg by 1.P. injection. The potential relevance of this to humans has not'yet been determined.
Please read the additional information below.

The above listed potential effects of overexposure are based on actual data, results of studies performed upon similar compositions
component data. and/or expert review of the product.

SECTION 4. FIRST AID MEASURES

Eye: Immediately flush with water for 15 minutes. Get medical attention.

Page 2
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Handling: No special precautions.

Storage: Keep container closed end away from heat, sparks, and open flame. Keep container closed and store away from
water or moisture.

SECTION 8. EXPOSURE CONTROLS/PERSONAL PROTECTION

Engineering Controls

Local exhaust: Recommended
General Ventilation: Recommended

Personal Protective Equipment For Routine Handling
Eyes: Use chemical worker’s goggles

Skin: Wash at mealtime and end of shift. Contaminated clothing and shoes should be removed as soon as
practical and thoroughly cleaned before reuse. Chemical protective gloves are recommended.

Suitable Gloves: Silver Shield®. 4H®. Viton®.

Inhalation: Use respiratory protection unless adequate local exhaust ventilation is provided or air sampling data show
exposures are within recommended exposure guidelines. Industrial Hygiene Personnel can assist in
judging the adequacy of existing engineering controls.

Suitable Respirator: Self-contained breathing apparatus (SCBA) or other supplied-air respirator.

Personal Protective Equipment For Spills

Eye: Use full face respirator.
Skin: Wash at mealtime and end of shift. Contaminated clothing and shoes should be removed as soon us
practical and thoroughly cleaned before reuse. Chemical protective gloves are recomyiertdeg.
LA X X4
Inhalation/ oo
Suitable Respirator: Use self-contained breathing apparatus (SCBA) or other supplied-air re.sPiriisc:r. . e
[ ] L I J

. . . . L . . [ X L .
Precautionary Measures: Do not get in eyes. Avoid skin contact. Do not breath vapor. Keep containgr, closed B, ot take internally.
L] [ ]

L X ] oede o
Comments: Product evolves methyl alcohol when exposed to water or humid air. Provide vgntilagtion durihg disg to control
exposure within Section 2 guidelines or use air-supplied or self-contained breathisg apparatus.
L] o0
Note:  These precautions are for room temperature handling. Use at elevated temperature, or aerosol/spray ap'plimians, may require
added precautions. P
(XX X J

SECTION 9. PHYSICAL AND CHEMICAL PROPERTIES

Physical form : Liquid

Color : Colorless to pale yellow

Odor : Alcoholic odor

Specific Gravity @ 25 °C : 0.96

Viscosity : 109 mPaes @ 20°C/41.4 mPaes @ 40°C
Freezing/Melting Point  : 28 Degree F /-2.2 Degree C

Boiling Point : Not Available

Vapor Pressure @ 25 °C  : 100.00 mm Hg

Vapor Density : >1.00
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Skin: Remove from skin and immediately flush with water for 15 minutes. Get medical attention if irritation or ill effects
develop or persist.

Inhalation: Remove to fresh air. Get medical attention if ill effects persist.

Oral: Get medical attention. If conscious, induce vomiting. Lie down, keep warm, cover eyes to exclude light
Comments: Treat same as methyl alcohol poisoning.

SECTION 5. FIRE FIGHTING MEASURES

Flash Point (Closed Cup): 93.020 DEGREE F / 33.900 DEGREE C
Autoignition Temperature: Not Determined

Flammability Limits in Air: Not Determined

Extinguishing Media: Carbon dioxide. (CO,). Water fog (or spray). Dry chemical. Foam.
Unsuitable Extinguishing Media:  Water

Fire Fighting Procedures: Self-contained breathing apparatus and protective clothing should be worn in fighting fires
involving chemicals. Heat exposure pressurizes closed containers. Cool with water spray.
Evacuate area in ease of overheating or fire.

Unusual Fire Hazards: Vapors are. heavier than air and can travel along ground to remote ignition sources. Static
electricity may accumulate and ignite vapors. Prevent a possible fire hazard by suitable means,
such as, bonding and grounding, inert gas purge, vapor dilution, and the like.

Hazardous Decomposition Products:

Thermal breakdown of this product during fire or very high heat conditions may evolve the following hazardous decomposition products
Chlorine compounds. Carbon oxides and traces of incompletely burned carbon compounds. Nitrogen oxides. Silicon dioxide.
Formaldehyde. i

L] L ]
[ XN N
LA X J

SECTION 6. ACCIDENTAL RELEASE MEASURES . E

‘ Containment/Clean-up:  Disposal of collected product, residues, and cleanup materials may be g.c;v.e:rr.lalentally.re.gglated. Observe

al! applicable. local, state, and federal waste management regulations. Bgmpyg possiblefignttion sources
and if needed, use nonsparking tools and equipment. To prevent possiblesppfitaneoug g¢gmbustion, store
rags, mops, absorbent, etc., used during cleanup only in appropriate container's or covaredeVith water.
Determine whether to evacuate or isolate the area depending on such spocifie Tactors as site location,
population density, traffic flow, size of the release or spill, weather conditions, the matersd's hazards and
risks to people, and whether a fire is underway or possible. Mop up. or wipe up, or sonkap with absorbent
and contain for salvage or disposal. For large spills, provide diking or other appropriatg.*®qntainment to
keep material from spreading. Clean any remaining slippery surfaces by appropriate t8&ifiques, such as:
several moppings or swabbings with appropriate solvents; washing with mild, caustic detergents or
solutions; or high pressure steam for large areas. For nonsilicones, use typical industrial cleaning materials.
Observe any safety precautions applicable to the cleaning material being used. Observe all personal
protection equipment recommendations described in Sections 5 and 8. Local, state, and federal reporting
requirements may apply to spills or releases of this material into the environment. See applicable regulatory
compliance information in Section 15.

NOTE: See Section 8 for Personal Protective Equipment for Spills

SECTION 7. HANPLING AND STORAGE
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Solubility in Water : >90.00 %

pH : Not Applicable

Volatile content 1 12%

Note: The above information is not intended for use in preparing product specifications.

SECTION 10. STABILITY AHD REACTIVITY

Chemical Stability:
Hazardous Polymerization:
Conditions to Avoid:

Materials to Avoid:

Stable.
Hazardous polymerization will not occur.
None.

Oxidizing material can cause a reaction.

Comments: Water, moisture, or humid air can cause hazardous vapors to form as described in Section 2.

SECTION I1. DISPOSAL INFORMATION

RCRA Hazard Class (40CFR 261)

When the decision is made to discard this material, as received, is it classified as a hazardous waste7 Y
Federal Hazardous Waste Code: NA

Characteristic Waste: Ignitable: DOOI1 Corrosive: NA  Reactive: NA ~ TCLP: NA

State or local laws may impose additional regulatory requirements regarding disposal.

NA = Not Applicable

Call Bio-Shield Technologies, Inc. (404) 799-2060, if additional information is required

SECTION 12. TRANSPORT INFORMATION

DOT Information [45CFR 172.101) '
LN K.J
Proper Shipping Name: FLAMMABLE LIQUID, N. O. S. v, e
Hazard Technical Name: CHLOROPROPYLTRIMETHOXYSILANE/ METHANOL e
Hazard Class: 3 5“:'5 .o ',
UN/NA Number: UN1993 S S
Packing Croup: 1 *es eses
T0000 LE A Ad
SECTION 15. REGULATORY INFORMATION coses’ a2
L] oo

TSCA Status:  One or more of the components in this product may not be listed on the Toxic Substances ContrebACt inventory of

chemical substances. Therefore, this product may only be used for purposes not subject to TSCAee |

EPA SARA Title IIl Chemical Listings:

Section 302 Extremely Hazardous Substances:
None

Section 304 CERCLA Hazardous Substances:

000067561 Methyl alcohol 5000.00 LB RQ
Section 312 Hazard Class:

Acute: Y

Chronic: Y

Fire: Y
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Pressure: N
Reactive: N
Y =Yes N =No

Section 313 Toxic Chemicals: :
000067561 Methyl Alcohol

Supplemental State Compliance Information

CAS Numbers Component
California

Warning: This product contains the following chemical(s) listed by the State of California under the Safe Drinking Water and Toxic
Enforcement Act of 1986 (Proposition 65) as being known to cause cancer.

None Known.

Warning: This product contains the following chemical(s) listed by the State of California under the Safe Drinking Water and Toxic
Enforcement Act of 1986 (Proposition 65) as being known to cause birth defects or other reproductive harm.

None Known.

Massachusetts
000067561 Methyi alcohol
New Jersey
027668526 Octadecylaminodimethyl trimethoxysilylpropyl ammonium chloride
002530872 Chloropropyl trimethoxysilane
000124287 Dimethyl octadecylamine AL
000067561 Methyl Alcohol; #1222 soes
oce [ ]
[ I
Pennsylvania e
[ XX XXX ] L
[ e o .
027668526 Octadecylaminodimethyl trimethoxysilylpropyl ammonium Ch:'?iiﬁif: 5 *e e
002530872 Chloropropyl trimethoxysilane L0 veee
000067561 Methyl Alcohol resee ®ene
[ ) [ ]
20000 L J
[ 4 o
SECTION 13. OTHER INFORMATION ‘eeee’
[ J (X ]
Prepared by: BioShield Technologies “eces’

This information is offered in good faith as typical values and not as product specification. No warranty, expressed or implied is
hereby made. The recommended industrial hygiene and sate handling procedures are believed to be generally applicable. However,
each user should review these recommendations in the specific context of the intended use and determine whether they are
appropriate.

* * % % x This is the last Page * * * * *
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SciReg, Inc.

Science and Regulatory Consultants

July 19, 1999

Ms. Velma Noble (PM 31)

Regulatory Management Branch I

Antimicrobial Division (7510W) 448859-00

Office of Pesticide Programs

U.S. Environmental Protection Agency

Document Processing Desk (APPL)

Room 226A, Crystal Mall 2

1921 JeffersonyDavis Highway

Arlington, VA 22202-4501 l

Re:  BioShield AMS 1860
Application for “Me Too” Pesticide Registration

Dear Ms. Noble:

On behalf of BioShield Technologies, Inc., SciReg, Inc. is submitting a “me-too” application
for a new product, BioShield AMS 1860. The product is substantially similar to Aegis
Environmental Management’s AEM 5772 Antimicrobial MUP (EPA Reg. No. 64881-5).
AMS 1860 and AEM 5772 both contain the active ingredient 3-(trimethoxysilyl) propyl
dimethyl octadecyl ammonium chloride (TPOA; CAS # 27668-52-6). The uses for both
products are the same.

BioShield Technologies is submitting its own product chemistry and is relying on the cite-all
method of support for all other required data. Letters have been sent, by certified mail,
offering to pay compensation to all companies listed for TPOA on the current Data Submitters
List. If you should have any questions regarding this application, please call.

Sincerely,

N

James S. Damico

President .. ¢

Enclosures

12733 Director’s Loop, Woodbridge, VA 22192
Telephonc: (703) 494-6500 Facsimile: (703) 492-6600
www.SciReg com 259

P S




TRANSMITTAL DOCUMENT
Submitter
BioShield Technologies, Inc. ' SciReg, Inc.*
4405 International Blvd., Suite B109 12733 Director’s Loop
Norcross, GA 30093 Woodbridge, VA 22192

* SciReg, Inc. is the authorized agent for BioShield Technologies, Inc.

Regulatory action in support of which this package is submitted

Registration of new product: AMS 1860

‘ . - Transmittal Date

Tuly 19, 1999

Contents

Vol.1 Administrative Materials

‘44885901 Vol. 2 Product Identity and Disclosure of Ingredients, Description of Beginning
Materials and Manufacturing Process, and Discussion of the Formation of
Impurities (Guidelines 61-1, 61-2, 61-3; OPPTS 830.1550, 830.1600,
830.1620, 830.1670)

44816601 Vol.3 AMS 1860 — Preliminary Analysis (Guideline 62-1; OPPTS 830.1700)
44876602 Vol.4 AMS 1860 — Certified Limits (Guideline 62-2; OPPTS 830.1750)
44876603 Vol.5 AMS 1860 — Product Chemistry Testing; Physical and Chemical Characteristics

(Guidelines 63-2, 63-3, 63-4, 63-15, 63-12, 63-18, 63-7; OPPTS 830.6302,
830.6303, 830.6304, 830.6315, 830.7000, 830.7100, 830.7300) )

44885902 Vol.6 AMS 1860 — Determination of the Boiling Point (Guideline 63-6; OPPTS ~ **

830.7220) .
Company Official: James S. Damico \,— o g o~ ) e
Company Name: SciReg, Inc. -

Company Contact: - _James S. Damico - _(703) 494-6500




This 1s an ACCEPTED submission.

]

One copy of the PPC diagnosis and one copy of the annotated bibliograbh)’ are

provided for your files. The PPC has already mailed out the submitter’s copies
of the two documents.

| This is {PARTIALLY ACCEPTED/ COMPLETELY REJECTED submission.

A copy of the PPC diagnosis 2ad the annotziad bibliograghy arz crovidad i

files. A second copy is proviczd for vour use in comesponding Wit
submiter.
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‘ JuL 21 1999

U.S. ENVIRONMENTAL PROTECTION AGENCY
Office of Pesticide Programs

BIOSHIELD TECHNOLOGIES, INC.
4405 INTERNATIONAL BLVD.
SUITE B109

NORCROSS, GA 30093

Report of Analysis for Compliance with PR Notice 86-5

Thank you for your transmittal of 07/19/99. Our staff

has completed a preliminary analysis of the material. The results are

provided as follows:

Your data submittal.was found to be partially in
compliance with the standards for submission of data
contained in PR Notfice 86~5, with the exceptions noted
below. A copy of yeur transmittal bibliography is
enclosed, annotated with the Master Record ID’s (MRIDs)
assigned to each document accepted. Please use these
numbers in all future references to these documents.
If deficiencies were found which apply to individual
accepted studies, they are listed below following the
applicable MRID. Any document which has been assigned a
MRID has been accepted under PR Notice 86-5. If any
comments related to a MRID appear on this report, they
are provided for your information and reference when
preparing future submissions. Some individual documents
were not acceptable? and all copies are being returned
to you for correction for the reasons indicated below.
These rejected studies have been assigned separate
identification numbers which are annotated on both the
enclosed bibliography and the rejected document labels.
The rejected studies and their deficiencies are
described below.

{
o

Rejected study [02] :

* Judging_from the pagination of the study,
pages.%gﬂi?§7pf?ﬂ.were omitted from the submitted copy.

Rejected study [06])

* Judging from thé pagination of the study,
pages..... ? ....... wére omitted from the submitted copy.
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SciReg, Inc.

Science and Regulatory Consultants

July 19, 1999

M:s. Velma Noble (PM 31)

Regulatory Management Branch I

Antimicrobial Division (7510W) 448766-00
Office of Pesticide Programs

U.S. Environmental Protection Agency

Document Processing Desk (APPL)

Room 226A, Crystal Mall 2

1921 Jefferson Davis Highway

Arlington, VA 22202-4501

Re:  BioShield AMS 1860
Application for “Me Too” Pesticide Registration

Dear Ms. Noble:

On behalf of BioShield Technologies, Inc., SciReg, Inc. is submitting a “me-too” application
for a new product, BioShield AMS 1860. The product is substantially similar to Aegis
Environmental Management’s AEM 5772 Antimicrobial MUP (EPA Reg. No. 64881-5).
AMS 1860 and AEM 5772 both contain the active ingredient 3-(trimethoxysilyl) propyl
dimethyl octadecyl ammonium chloride (TPOA; CAS # 27668-52-6). The uses for both
products are the same.

BioShield Technologies is submitting its own product chemistry and is relying on the cite-all
method of support for all other required data. Letters have been sent, by certified mail,
offering to pay compensation to all companies listed for TPOA on the current Data Submitters
List. If you should have any questions regarding this application, please call.

Sincerely,

— .
James S. Damico .
President ' ) I et ‘

Enclosures Cor, '

€ 4q LR g

.
IR RR]

12733 Director’s Loop, Woodbridge, VA 22192
Telephone: (703) 494-6500 Facsimile: (703) 492-6600 263
www.SciReg.com
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TRANSMITTAL DOCUMENT

Submitter
BioShield Technologies, Inc. -SciReg, Inc.*
4405 International Blvd., Suite B109 12733 Director’s Loop
Norcross, GA 30093 Woodbridge, VA 22192

Vol. 1

Reject (02) Vol. 2

w76601 Vol. 3

44876602 Vol. 4
448176603 Vol.5

Reject (06) vol. 6

* SciReg, Inc. is the authorized agent for BioShield Technologies, Inc.

Regulatory action in support of which this package is submitted

Registration of new product: AMS 1860

Transmittal Date

July 19, 1999

Contents
Administrative Materials
Product Identity and Disclosure of Ingredients, Description of Beginning
Materials and Manufacturing Process, and Discussion of the Formation of
Impurities (Guidelines 61-1, 61 2 61-3; OPPTS 830.1550, 830.1600,
830.1620, 830.1670)
AMS 1860 — Preliminary Analysis (Guideline 62-1; OPPTS 830.1700)
AMS 1860 — Certified Limits (Guideline 62-2; OPPTS 830.1750)
AMS 1860 — Product Chemistry Testing; Physical and Chemical Characteristics
(Guidelines 63-2, 63-3, 63-4, 63-15, 63-12, 63-18, 63-7; OPPTS 830.6302,
830.6303, 830.6304, 830.6315, 830.7000, 830.7100, 830.7300)

AMS 1860 — Determination of the Boiling Point (Guideline 63-6; OPPTS RE
830.7220)

Company Official: James S. Dami_co%: oS g &

~ Company Name: SciReg, Inc. .

Company Contact: James S. Damico  (703) 494-6500
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JUL 21 1999

U.s. ENVIRONMENTAL PROTECTION AGENCY
Office of Pesticide Programs

§
BIOSHIELD TECHNOLOGIES, iNC.
4405 INTERNATIONAL BLVD
SUITE B109 ;
NORCROSS, GA 30093 )

Report of Analysis for Compliance with PR Notice 86-5

Thank you for your transmittal of 07/19/99. Our staff
has completed a preliminary analysis of the material. The results are
provided as follows:

Your data submittal was found to be partially in
compliance with the standards for submission of data
. contained in PR Notlce 86-5, with the exceptions noted
below. A copy of yoéur transm1tta1 bibliography is
enclosed, annotated with the Master Record ID’s (MRIDs)
assigned to each document accepted. Please use these
numbers in all future references to these documents.
If deficiencies weré found which apply to individual
accepted studies, they are listed below following the
applicable MRID. Any document which has been assigned a
MRID has been accepted under PR Notice 86-5. If any
comments related to a MRID appear on this report, they
are provided for your information and reference when
preparing future submissions. Some individual documents
were not acceptablej and all copies are being returned
to you for correction for the reasons indicated below.
These rejected studies have been assigned separate
identification numbers which are annotated on both the
‘ enclosed bibliography and the rejected document labels.
The rejected studies and their deficiencies are
described below.

Rejected study [02] : ﬁ

* Jud 1n f?pm the pagination of the study,
pages .......... were omitted from the submitted copy.

TR o,

Rejected study [06] :

S

* Judgl from the pagination of the study,
pages.....J....... were omitted from the submitted copy.
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SciReg, Inc.

Science and Regulatory Consultants

July 19, 1999

Ms. Velma Noble (PM 31)

Regulatory Management Branch [

Antimicrobial Division (7510W) 448766-00
Office of Pesticide Programs

U.S. Environmental Protection Agency

Document Processing Desk (APPL)

Room 226A, Crystal Mall 2

1921 Jefferson Davis Highway

Arlington, VA 22202-4501

. Re:  BioShield AMS 1860
Application for “Me Too” Pesticide Registration

Dear Ms. Noble:

On behalf of BioShield Technologies, Inc., SciReg, Inc. is submitting a “me-too” application
for a new product, BioShield AMS 1860. The product is substantially similar to Aegis
Environmental Management’s AEM 5772 Antimicrobial MUP (EPA Reg. No. 64881-5).
AMS 1860 and AEM 5772 both contain the active ingredient 3-(trimethoxysilyl) propyl
dimethyl octadecyl ammonium chloride (TPOA; CAS # 27668-52-6). The uses for both
products are the same.

BioShield Technologies is submitting its own product chemistry and is relying on the cite-all
method of support for all other required data. Letters have been sent, by certified mail,

‘ offering to pay compensation to all companies listed for TPOA on the current Data Submitters
List. If you should have any questions regarding this application, please call.

Sincerely,

~— James S. Damico

President o o

Enclosures

-----

12733 Director’s Loop, Woodbridge, VA 22192
Telephone: (703) 494-6500 Facsimile: (703) 492-6600
www.SciReg.com
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TRANSMITTAL DOCUMENT
Submitter
, BioShield Technologies, Inc. _ SciReg, Inc.*
4405 International Blvd., Suite B109 12733 Director’s Loop
Norcross, GA 30093 Woodbridge, VA 22192

Reject (06) Vol. 6 AMS 1860 — Determination of the Boiling Point (Guideline 63-6; OPPTS

* SciReg, Inc. is the authorized agent for BioShield Technologies, Inc.

Regulatory action in support of which this package is submitted

Registration of new product: AMS 1860

Transmittal Date

July 19, 1999

Contents

Vol. 1 Administrative Materials

Reject (02) Vol. 2 Product Identity and Disclosure of Ingredients, Description of Beginning

Materials and Manufacturing Process, and Discussion of the Formation of
Impurities (Guidelines 61-1, 61-2, 61-3; OPPTS 830.1550, 830.1600,
830.1620, 830.1670)

44 601 Vol.3 AMS 1860 — Preliminary Analysis (Guideline 62-1; OPPTS 830.1700)
44876602 Vol.4 AMS 1860 — Certified Limits (Guideline 62-2; OPPTS 830.1750)

44876603 Vol.5  AMS 1860 — Product Chemistry Testing; Physical and Chemical Characteristics

(Guidelines 63-2, 63-3, 63-4, 63-15, 63-12, 63-18, 63-7; OPPTS 830.6302,
830.6303, 830.6304, 830.6315, 830.7000, 830.7100, 830.7300) )

830.7220) L .
Company Official: James S. Damico :
Company Name: SciReg, Inc.

Company Contact: James S. Damico - (703) 494-6500
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FRONT END PROCESSING APPLICATION INFORMATION CHECK

DATE: /7%?/7%

3 S

EPA COMPANY NUMBER 2 & 7/~~~

EPA REGISTRATION NUMBER

STATUS (For Amendments) Active Cancelled
Not in REFS

“Me-Too” CITED PRODUCT STATUS Active Cancelled
Notin REFS

PRAT RECORD CREATED lés - 74&{2{
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S 8y :  UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
I NI ?
3 N WASHINGTON, D.C. 20460
K Pnd“—d‘\

07/20/99

OFFICE OF
PREVENTION, PESTICIDE AND
TOXIC SUBSTANCES

BioShield Technologies, Inc.
4405 International Boulevard, Suite #B109
Norcross, GA 30093

PRODUCT NAME: BioShield AMS 1860
COMPANY NAME: BioShield Technologies, Inc.
OPP IDENTIFICATION NUMBER: 268660

EPA FILE SYMBOL: 70871-RE

EPA RECEIPT DATE: 07/20/99

SUBJECT: RECEIPT OF APPLICATION FOR A NEW REGISTRATION

DEAR REGISTRANT:

The Office of Pesticides Programs has received your application for a new registration and it has
passed an administrative screen for completeness.

Please note that this is only a notification of receipt of your application. This is only the first step in
the application process, and does NOT constitute approval.

If you have any questions please contact Marshall Swindell, Product Manager 33, at (703)-308-6341.

Sincerely,

v 22

Front End Proce&Sing Staff
Information Services Branch
Information Resources & Services Division

Internet Address (URL) http://www.epa.gov 271
Recycled/Recyclable Printed with Vegetable Oil Based inks on Recycled Paper (Minimum 25% Postconsumer)
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BioShield..

BioShield Technologies inc.

January 27, 1999

Mr. Frank Sanders

Director, Antimicrobials Division (7510W)
- Office of Pesticide Programs

US Environmental Protection Agency
401M Street

Washington, DC 20460

Dear Mr. Sanders:

BioShield Technologies, Inc. hereby authorizes SciReg Inc., to act as its agent on all matters
involving pesticide registrations.




) Form Approved OMB No. 2070-0060

#7%,

'S UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
Al 401 M Street, S.W.
WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 1.25 hours per response for registration
and 0.25 hours per response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send
comments regarding burden estimate or any other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE
information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W.,, Washmgton DC 20460.

Do not send the completed form to this address.

Certification with Respect to Citation of Data

Applicant's/Registrant’s Name, Address, and Telephone Number( 703)494-6500, Agent | EPA Registration Number/File Symbol
BioShield Technologies, Norcross, GA 30093 70871 -PF

Active Inaredient(s) and/or representative test compound(s) Date
3-(trimethoxysilyl) propyl dimethyl octadecyl |am. chl. 07/19/99

General Use Pattern(s) (list all those claimed for this product using 40 CFR Part 158) Product Name
Antimicrobial AMS 1860

NOTE: !f your product is a 100% repackaging of another purchased EPA-registered product labeled for all the same uses on your label, you do not need to
submit this form. You must submit the Formulator's Exemption Statement (EPA Form 8570-27).

I am responding to a Data-Call-In Notice, and have included with this form a list of companies sent offers of compensation (the Data Matrix form should
be used for this purpose).

SECTION I: METHOD OF DATA SUPPORT (Check one method only)

| am using the cite-all method of support, and have included with this form | am using the selective method of support (or cite-all option
[B a list of companies sent offers of compensation (the Data Matrix form D under the selective method), and have included with this form a

should be used for this purpose). completed list of data requirements (the Data Matrix form must be
used).

SECTION Il: GENERAL OFFER TO PAY

[Required if using the cite-all method or when using the cite-all option under the selective method to satisfy one or more data requirements}

@ | hereby offer and agree to pay compensation, to other persons, with regard to the approval of this application, to the extent required by FIFRA.

SECTION lil: CERTIFICATION

I certify that this application for registration, this form for reregistration, or this Data-Call-In response is supported by all data submitied or cited in the
plication for registration, the form for reregistration, or the Data-Call-In response. In addition, if the cite-all option or cite-all option under the selective method is
indicated in Section I, this application is supported by all data in the Agency's files that (1) concern the properties or effects of this product or an identical or
substantially similar product, or one or more of the ingredients in this product; and (2) is a type of data that would be required to be submitted under the data

requirements in effect on the date of approval of this application if the application sought the initial registration of a product of identical or simitar composition and
Uses .

i certify that for each exclusive use study cited in support of this registration or reregistration, that | am the original data submitter or that | have obtained
the written permission of the original data submitter to cite that study.

| certify that for each study cited in support of this registration or reregistration that is not an exclusive use study, either: (a) | am the original data
submitter; (b) | have obtained the permission of the original data submitter to use the study in support of this application; (c) all periods of olvgcb-hty for
compensation have expired for the study; (d) the study is in the public literature; or (e) | have notified in writing the company that submittetsa stlidy and have
offered (1) to pay compensation to the extent required by sections 3(c)(1)(F) and/or 3(c)(2)(B) of FIFRA; and (ii) to commence negotiations,g determme the
amount and terms of compensation, if any, to be paid for the use of the study. *es

I certify that in all instances where an offer of compensation is required, copies of all offers to pay compensatidh’ahdl &bidence of their delivery in
accordance with sections 3(c)(1)(F) and/or 3(c)(2)(B) of FIFRA are available and will be submitted to the Agency upon réquest. Should §fhj to®rroduce such
evidence to the Agency upon request, | understand that the Agency may initiate action to deny, cancel or suspend the registsatiea of my srodect in conformity with

FIFRA. ' XXl
L] L]
o000 OO [ X R N
I certify that the statements ! have made on this form and all attachments to it are true, accurate, and copnpjete. | acknoyledge that any
knowingly false or misleading statement may be punishable by fine or imprisonment or both under applicable law. o oo
[ ] L] L J

Signature Q\/WAM Date Typed or Printed Name and %itle, *® |
:§>ﬂ§>h~——4255(; 07/19/99 {James S. Damico(Agent)

EPWO-M (9-97) Electronic and Paper versions availablg. Submit only Paper version, ’ 274
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PAPERWORK REDUCTION ACT NOTICE and INSTRUCTIONS

PAPERWORK REDUCTION ACT NOTICE: Public reporting burden for this collection of information is estimated to average 0.85 hour per
response, including time for reviewing instructioas..ssaarching existing data sources, gathering and maintaining the data needed, and completing and
reviewing the collection of information. Send-comrents regarding the burden estimate or any other aspect of this collection of information, including
suggestions for reducing this burden, to Chief, Information Policy Branch, {2136), U.S. Environmental Protection Agency, 401 M Street, SW,
Washington, DC 20460.

|N§TRQ§T|QN§: This form is to be used for all applications for new registration, end use reregistration, amendment, resubmission, to applications
for notifications, final printed labeling, reregistration, etc. In order to process an application for a new registration submitted on this form, the
following material must accompany the application: :

Certification with Respect to Citation of Data (EPA Form 8570-28). [if not exempted by 40 CFR 152.81 (b) (4)];
Confidential Statement of Formula (EPA Form 8570-4); :

Formulator's Exemption Statement (EPA Form 8570-27);

Five copies of draft labeling;

Three copies of any data submitted;

Authorization letter where applicable;

Matrices where applicable.

Nonhswn =

Submission of Labeling - Labeling should first be submitted in the form of draft labels with all applications for new registration. Such draft labels may be
in-the form of typed label text on 8.5 x 11 inch paper for submission or 8 mockup of the proposed label. If prepared for mockup, it should be
constructed in a way as to facilitate storage in an 8.5 x 11 inch file. Mockup labels significantly smaller than 8.5 x 11 inches should be mounted on 8.5
x 11 inch paper for submission.

Submission of Dats - Data submitted in support of this application must be submitted in accordance with PR Notice 86-5.

SPECIFIC INSTRUCTIONS: Please read the instructions listed below before completing this application. First determine the type of registrau’o’

action, listed in Block A, for which you are submitting this application. For appiications submitted in connection with New Registration actions, Sections
I, i, and IV must be completed by the applicent. For applications submitted in connection 'with amended reregistration actions, resubmissions,
notifications, reregistrations, etc., Sections |, ll, and IV must be completed by the ‘applicant.

Block A - Check the appropriate action for which you are submitting this form.

SECTION | - This section must be completed, as applicable, for all registration actions. '

1. Company/Product Number - Insert your Company Number, if one has been assigned by EPA. This number may have been assigned to you as a

basic registrant, a distributor, or as an establishment. |f your product is registered, insert the Product Number.

EPA Product Manager - If known, fill in the neme and PM number of the EPA Product Manager.

Proposed Classification - Specify the proposed classification of this product.

Product Name - Enter the complete product name of this pesticide as it will appear on the label. The name must be specific to this product only.

Duplication of names is not permitted among products of the same company. Do not include any brand name or company line designations.

Name and Address of Applicant - The name of the firm or person and address shown in your application is the person or firm to whom the

registration will be issued. If you are acting in behalf of another party, you must submit authorization from that party to act for them in registretion

matters. An applicant not residing in the United States must have an authorized agent residing in the United States to act for them in alt

registration matters. The name and complete mailing address of such an agent must accompany this applicetion.

6. Expedited Review - FIFRA section 3 (c) 3 (B) provides for expedited review of applications for registration, or amendments to existing registrations,
that are similar or identical to other pesticide products that are currently registered with the EPA. In order for your application to be eligible f?.

rPop

o

expedited review, you must provide us with the EPA Registration Number and product name of the product you believe is similar to or identic
your product. The product must be similar or identical in both formulation and labeled uses.

SECTION 1l - This section must be completed for all applications submitted to amend the registration only of a currently registered product

(Amendment), for a resubmission in response to an Agency letter, for notifications to the Agency, for the submission of final printed labeling, for

reregistration and for any other action that pertains to a spacific EPA-registered product. This section is not to be used for a new application for

registration.

1.. Subject of submission - Check the applicable block and provide the Agency letter date if appropriate. Provide a brief explanation of the purpose(s)
for the submission, such as “the addition of a site, pest or crop {specify)”; "amend the Confidential Statement of Formula by..."; "reregistration
submission”; "general label revision of use directions.” Attach a separate page if additional space is needed.

SECTION 1ll (Packaging and Container Information) - This Section must be completed for ali applications submitted in connection with new
registration or applicable amendments. :
1. Type of Packaging - Check the appropriate block if your product will be packaged in the indicated peckaging types.
 Indicate the size of the individual packets and number per retail container.
Type of Retall Container - Indicete type of container in which product will be marketed.
Location of Net Contents - Indicate the location of the net contents information for your product.
Size(s) of Retail Container - Specify the net contents of all retail containers for your product.
Location of Use Directions - Indicate the location of the use directions for your product.
Manner in which label is affixed to product - Indicated the method product label is attached to retail container.

onsrun

SECTION IV (Contact Point) - This Section must be completed for all applications for Registration actions, i.e., new products registration,
resubmigsion, "me-t00,” reregistration, etc.

1-5. Self-explanatory.

16. EPA Use Only.




Form Appr 7

o United States Hangtl'ﬂﬂOﬂ OPP Identifier Number

VEPA Environmental Protection Agency Amendment : B80.
Application for-Pesticide - Section |
1. Company/Product Number // 2. EPA Product Manager 3. Proposed Classification
£ AR NI : :
4. Company/Product (Name) / PMF (i \ i D N°_"' D o
. 'r - - -
S. Name and Address of Applicant (include ZIP Goble}—————____ | 6. Expedited Review. In\accordance with FIFRA Section 3(c)(3)
(b) (1), is similar gr identical in composition and labeling
to:
/ EPA Reg. No.
¥4
D Check if this is 8 new address Product Name \
Section - II \
v
D Amendment - Explain below. Wﬁpome to
Agency letter
Resubmission in response to Agency letterdated D "Me Too" Application.
Notification - Explain below. D Other - Explain below.
Explanation: Use additional pagels) if necessary. ction-l.and Section Il.)
\N\-‘

( " \ |
\ . AN
N Section - IIf \

1. Material This Product Will Be Packaged ln: o

f
Child-Resistant Packaging Unit Packaging Mr Soluble Packagi-nq// 2. Type of Container

Plastic
No No _‘-‘_\_ No Glass

5 ; if "Yes" No.per L Yes" No. per Paper
mm must | ynit Packaging wgt. container W‘“W Other (Specify)

3. Location of Net Contents Information 4, Size(s) Retail Container 20 i Label Directions
P4 On Label
D Label D Container / On Labeling accompanying product
6. Manner in Which Label is Affixed to Product l;%oorﬁh/, E Other
ek o
8

Section - IV
1. Contact Point (Complete items directly below for identification of individusl to be coriacted, if necessary, to process this application.)

Name Title Telephone No. (Include Area Cods)
Certification 6. Date Application
| certify that the statements | have made on this form and all attachments thereto are true, sccurate and complete. Received
| acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisonment or (Stamped)
both under applicable law.
2. Signature 3. Title
4. Typed Name 5. Date

280

EPA Form B8570-1 (Rev. B-94) Previous editions are obsolete. White - EPA Flle Copy (original) Yellow - Applicant Copy
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